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Executive Summary

1. The WTO TRIPS Agreement that entered into force on January 1, 1995,
fundamentally altered the policy environment in which developing (and devel oped)
countries operate with respect to producing and distributing pharmaceutical products
needed to protect public health. The TRIPS Agreement requirement to provide
pharmaceutical product patent protection establishes the basis for market dominance
(regarding newer products) by originator companies that are almost exclusively based
in the OECD, including in the European Union. Important policy space for
devel oping countries was made available in the form of atransition period that
extended until January 1, 2005. India and its generic producers took good advantage
of that space, which has now largely been closed (although Least Developed
Countries (LDCs) continue to benefit from atransition arrangement).

2. Compulsory (including government use) licensing is acritical tool for promoting
effective price negotiations with patent holders, and for enabling local production,
importation and distribution of patented medicines at affordable prices. However, a
technical rule of the TRIPS Agreement threatened to make use of compulsory
licensing extremely difficult for many developing countries after January 1, 2005,
when availability of pharmaceutical patents would be required in al countries, except
LDCs. Thistechnical rule (Article 31(f)) limited use of compulsory licensing for the
predominant supply of the domestic market of the country issuing the license.
Countries without adequate production capacity, and without access to imports of off-
patent medicines from other countries (such as from India), would be unable to
effectively use compulsory licensing.

3. Aspart of negotiations regarding the Doha Declaration on the TRIPS Agreement and
Public Health, developing countries sought a solution to the looming problem of
effective use of compulsory licensing that would have been administratively
straightforward and expeditious. The European Union (EU) and United States,
reflecting the position of their originator pharmaceutical industries, rejected a
straightforward solution in November 2001 at Doha. Instead, a programmatic formula
was established that led to two years of further negotiations on a“waiver” (Decision
of August 30, 2003) (“Decision”), followed by a proposed amendment (Article 31bis)
of the TRIPS Agreement (“ Amendment”), ratification and acceptance of which by the
EU is now being assessed by the European Parliament (EP).

4. All partiesto the negotiations resulting in the proposed Amendment recognize that it
is not the straightforward and expeditious solution initially sought by developing
countries. The administrative formalities and substantive restrictions imposed by the
proposed Amendment include, for many cases, the requirement of double (or “back-
to-back”™) compulsory licensing, as well as various notification, quantity, product
identification and destination control requirements. Many, if not most, of these
formalities and restrictions were proposed and championed by the EU in WTO



negotiations. Therefore, in assessing whether to renegotiate the Amendment, the EP is
in substantial measure asking whether the EU is prepared to renegotiate with itself.

. Thisreport includes an element-by-el ement assessment of the proposed Amendment
and concludes that, while there are no doubt significant impediments to expeditious
use, on the whole it would provide a“ net benefit” in respect of accessto medicinesin
developing (including LDC) countries. There are mechanisms that can be used to
overcome certain of the administrative obstacles. In its adoption of an implementing
regulation for the Decision and Amendment, the EU has in fact taken good advantage
of the possibilities for encouraging effective use of the new system. The authors
believe Article 31bis can be made functional, even if imperfectly, through a
combination of political will, good lawyering, financial support for appropriate
implementation efforts and collective action.

. A key question before the EP is whether delay of acceptance, or proposa for
renegotiation, is likely to improve upon the present framework. It is extraordinarily
difficult to make a sound prediction concerning the results of pursuing the options of
delay or renegotiation. While efforts by NGOs and some governments to improve the
negotiating climate through forums such as the Intergovernmental Working Group
(IGWG) at the WHO may succeed, it is hard to make an advance assessment of that.

. The authors of thisreport regard the most likely result of attempts at renegotiation as
an “impasse’. While there is the possihility that terms of the Amendment could be
improved in the sense of eliminating unnecessary and counterproductive
administrative procedures and substantive limitations, there is an almost equal
possibility that a renegotiated solution would impose new substantive limitations
(such aslimitations on the “scope of diseases’ or eligible importing countries). The
authors' assessment of future prospectsis based, inter alia, on their evaluation of the
reaction of certain powerful political and economic operators, and prominent media
outlets, to the recent use by certain governments of TRIPS flexibilities. The authors
concede, however, that such assessments are necessarily subjective, and that
“reasonable minds’ can differ concerning the prospects based on delay or
renegotiation — in either amore flexible or more restrictive direction.

. The Decision (i.e., the waiver) islegaly designed to remain in effect until an
amendment is accepted by all WTO Members. Therefore, from a strictly legal
standpoint there is no apparent risk from delay (or rejection) of the Amendment.
However, the authors have serious concerns that industry interests and supporting
governments would use delay or failure of acceptance of the Amendment as the basis
for an aggressive lobbying campaign intended to undercut the vitality of the waiver.
Moreover, thereis anecdotal evidence that some governments have taken a“wait and
see” attitude toward implementation of the Decision pending formalization viathe
Amendment. These factors aso incline toward a more positive view of acceptance of
the Amendment, again, with appropriate caution that reasonable minds may reach
another conclusion.

. Nevertheless, the EP could decide to postpone assent to ratification of the
Amendment while seeking to negotiate a suitable program of action with the
Commission and Council that would color the EU’ s future outlook and conduct
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relevant to implementing the Amendment. For example, once the Commission and
Council accepted to pro-actively support the IGWG process, refrain from negotiating
TRIPS-plus provisions affecting public health in the EPAs and other bilateral
agreements with devel oping countries, discussed the use of Article 30 by the member
states as an dternative approach to authorizing exports and took into account some of
the proposals that the Committee on International Trade put forward in regard to the
implementing regulation, the EP might conclude that the package negotiated with
Commission and Council was a significant improvement over the status quo, even if
the text of the Amendment remained unchanged. However, care must be taken with
the message conveyed by the EP, and the timing of its decisions, so that the
fundamental force of the Decision and Amendment are not undermined.

The report lays out possible mechanisms for enhancing the effectiveness of the
Amendment, including in some detail the possibilities inherent in regional
cooperation toward joint procurement and joint administration of compulsory
licensing efforts. These mechanisms may assist developing countriesin achieving
economies of scalein purchasing or production that are important to controlling costs,
and consequently to reducing medicines prices.

The report emphasizes the importance of promoting capacity for the development and
production of pharmaceutical productsin developing countries and LDCs, and
encourages the EU and its member states to take a more active role in concrete
technology transfer and physical infrastructure capacity building efforts. The authors
emphasize that related measures such as pooling of essential medicines patents, the
buying out of patent rights for developing country markets and/or the geographic (or
other market, e.g., public-private) segmentation of patent rights, may be very
important tools for promoting pharmaceutical research and development, and for the
establishment of production facilities, including for active pharmaceutical ingredients
(APIs).

The report carefully addresses the need to preserve incentives for research and
development (R& D) for new medicines. At the present time, originator
pharmaceutical companies based in the OECD recover the great part of their R&D
expenditures in the more affluent OECD markets, and invest a small part of their

R& D budgets on diseases of specia relevance to devel oping countries. Consequently,
the use by devel oping countries of compulsory licensing to ensure public accessto
affordable medicinesis unlikely to have a material effect on the level of research
currently undertaken in the OECD. If pharmaceutical companies, either in OECD
countries or elsewhere, respond to TRIPS patent incentives by investing in R&D that
pertains to poverty-related, tropical and neglected diseases of primary concern to
developing countries, then resort to compulsory licensing may require a different
calculus. Depending on the type of financing mechanism employed for research (e.g.,
public or private), the originators may have to seek their returns on investment in the
affected countries, and cal cul ations regarding whether and how to use compulsory
licensing should take account of the altered landscape.

During the negotiations on the Decision and Amendment, many stakeholders argued
that WTO Members seeking to assist devel oping countries through exports of needed
medicines could accomplish the same goal by proceeding under Article 30 of the
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TRIPS Agreement, which authorizes exceptions to the patentees’ exclusiverights.
While the EP expressed interest in this approach, the U.S. government was strongly
opposed, and was joined in opposition by the Commission and Council. The EP and
Council might adopt ajoint policy statement to the effect that EU member states are
free to proceed by the Article 30 route under their domestic patent laws, and
recommend that the Commission refrain from taking action to interfere with such
proceedings. This alternative, favored by someinfluential NGOs, is not without
corresponding risks. For example, industry pressures at the member state level might
inhibit some governments from proceeding under Article 30, despite such an enabling
policy statement, and state practice could vary considerably throughout the EU. But
the continued availability of Article 31bis would attenuate these risks.

Brazil and Thailand have recently issued government use licenses on important
antiretroviral treatments (ARV's), as well as treatment for coronary disease (in the
case of Thailand). These licenses promise to significantly promote and improve
public health interestsin the respective countries. One of the objectives of the recent
actions by Brazil and Thailand was to move pharmaceutica production and
distribution from a“high margin, low volume’ model to a“low margin, high volume®
model, more attuned to the needs and interests of alarge part of their populations. An
important goal in cautiously supporting the proposed Article 31bis Amendment isto
reinforce the tools that can help shift the patentees’ marketing strategy in this
direction, in addition to stimulating greater local production capacity in the
developing world. In overcoming political resistance to taking such measures, Brazil
and Thailand may have in fact improved the prospects for effective implementation of
the Amendment, by demonstrating that compulsory licensing “can be done”, and that
the sky will not fall as a consequence.

In principle, there is no compelling reason why originator companies, as well asthe
generic sector, could not prosper in such a“low margin, high volume” environment.
Y et to date, this marketing approach has not appealed to the originator sector. Thisis
one reason that government use and compulsory licensing remains avital alternative
for the supply of public goodsin the form of medicines.

Recent discussions at IGWG have focused on proposals that would re-examine the
link between pricing and the cost of R& D, with aview to devising workable new
models. Thereisaso growing interest in forming patent poolsto deal with poverty-
related, tropical and neglected diseases, with the participation of public-private
partnerships, such as UNITAID. The authors urge the European Parliament to
monitor work at |GWG and to lend their support to such proposals.

The European Union has nominally adopted a policy of not pursuing pharmaceutical-
related TRIPS-plus commitments in its negotiations with developing countries, while
nonetheless "free riding" on the pharmaceuticals commitments obtained by the United
States through operation of the TRIPS Agreement most favored nation treatment
(MFN) rule. However, it is not really the case that the EU foregoes additional
pharmaceutical-related commitmentsin its bilateral and regional negotiations. For
example, the European Union is effectively seeking to burden the ACP countries with
the duty to implement the terms of its Intellectual Property Enforcement Directive. A
developing country that entersinto an FTA with the United States and an EPA with
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the EU along the lines of those presently proposed will be constrained to provide a
very strong market dominant position for pharmaceutical originator companies, and
thus to create substantial obstacles to the introduction of generic products. The
authors believe that EPAs should refrain from imposing any new intellectual property
obligations on APC countries that could affect their public health programs. Indeed,
the European Parliament should encourage the EU expressly to endorse fulll
implementation in APC and other devel oping countries of the flexibilitiesin the
TRIPS Agreement as recognized in the Doha Declaration “to promote access to
medicinesfor all”.

The report concludes with a series of recommendations directed toward EU
institutions that are intended to promote research and development on treatments
directed to people in need in developing (and developed) countries, and to promote
affordable access to medicines.
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. Impact of the TRIPS Agreement on Access to Medicines in Developing
Countries

Before the TRIPS Agreement of 1994 entered into force, developing country
governments retained relatively unrestricted power to regulate public health, with little
interference from international intellectual property law. The exercise of this power was
part of their broader duties to maintain the supply of essential public goods generally,
including education, nutrition and agriculture, environmental safety, scientific research
and industrial policy (including the promotion of a competitive rather than a command
economy, where so desired).

Within this traditional framework, international intellectual property standards affecting
the developing countries’ ability to supply essential public goods, especially public
health, were rudimentary at best. Although the decol onization process saddled many (if
not most) devel oping countries with membership in the Paris Convention for the
Protection of Industrial Property of 1886, as amended in 1967, the provisions of that
Agreement concerning patented inventions dealt mainly with rules of priority and

national treatment. It otherwise left states free to devise and implement their own patent
systems and, as many chose to do, even to deny any patent protection for pharmaceuticals
a al.

In this environment the ability of developing and Least-Developed Countries (LDCs) to
obtain essential medicines varied with respect to their procurement methods, local
production capabilities, public health policies, and general financial resources. The chief
limitations on supply were not of alegal character, but rather depended on the reverse-
engineering capacities of generic suppliers and their pricing policies; on the availability
of key active ingredients (APIs) on the world market; on the pricing policies of the big
pharmaceutical companies (and any countervailing local regulatory framework); and on
the well-known failure of the research-based pharmaceutical industriesin the OECD
countries to invest in R& D directed at diseases that primarily afflicted the poorer
countries. The growing ability of some middle-income developing countries to produce
low cost generic medicines under these regimes — notably in Argentina, Brazil, Chile,
India, Thailand, Egypt, Indonesia, Taiwan and South Korea— made it increasingly
possible for even very poor states to obtain certain low cost generic medicines on the
world market, whether such products were on or off patents.

Once the TRIPS Agreement of 1994 took effect, however, and its limited transitional
periods expired in 2005, this situation changed radically. All developing countries (but

1 see e.g., Keith E. Maskus & Jerome H. Reichman, The Globalization of Private Knowledge Goods and
the Privatization of Global Public Goods, in INTERNATIONAL PUBLIC GOODS AND TRANSFER OF
TECHNOLOGY UNDER A GLOBALIZED INTELLECTUAL PROPERTY REGIME 3-45 (K.E. Maskus & J. H.
Reichman, eds., Cambridge U. Press, 2005).



not the LDCs) became liable to adopt and enforce all the TRIPS patent standards, and
these standards necessarily applied to medicinesin all WTO member countries (except
LDCs) from 2005 on. With the passage of time (and the opening of the “mail boxes”
holding pharmaceutical patent applications during the transitional periods), more and
more essential medicines (for example, so-called second and third line HIV drugs) will be
on patent in all countries capable of supplying them to the world market, at least until the
relevant patents expire in those countries.

The availability of these drugs will thus depend on the pricing strategies of patent holders
and the countervailing regulatory measures states may adopt to influence them.
Moreover, further efforts to tighten international intellectual property standards continue
today under the Substantive Patent Law Treaty (SPLT) negotiations ongoing at WIPO,
and especialy under Free Trade Agreements and Bilateral Trade Agreements, which
adversely affect Ministries of Health (such Ministries often remaining powerless to
modify or block problematic demandsin responseto “take it or leaveit” negotiating
pressures).

Meanwhile, in an effort to bolster the vertical powers of poor countries to maintain the
supply of essential medicines as part of their public health responsibilities, despite
elevated international intellectual property standards, the WTO Ministerial Conference
adopted the Doha Declaration on the TRIPS Agreement and Public Health in November
2001. This Declaration reconfirmed the so-called flexibilities built into the TRIPS
Agreement and amplified them further by establishing legal machinery to enable
countries lacking the capacity to manufacture generic substitutes for costly patented
medicines under domestically issued compulsory licenses to obtain imports from
countries able and willing to assist them without interference from the relevant patent
holders. This solution, initially embodied in awaiver known as the Decision of August
30, 2003, would be rendered permanent in the form of an Amendment to the TRIPS
Agreement, known as Article 31bis, whose ratification is currently under consideration
by the European Parliament.

How the devel oping countries adapt the TRIPS flexibilities to the needs of their national
and regional systems of innovation will ultimately determine both the direction of future
R&D in the global pharmaceutical sector and the extent to which all WTO Members, and
especially the developing and L east-Devel oped Countries, will be able to provide
essential medicines at affordable prices under their domestic public health programs. In
this calculus, the potential role of the proposed Article 31bis Amendment to shift the
pharmaceutical companies pricing strategies from a“low volume, high margin” approach
to a“high volume, low margin” approach is of primary importance. We have,
accordingly, focused the bulk of this report on issues surrounding the viability of the
pending Amendment and on ancillary actions the European Parliament might take to help
attain the goasit is meant to promote.

In what follows, we will first depict the evolving legal infrastructure affecting the supply
of pharmaceuticals to developing countries, in which the Protocol of Amendment
concerning Article 31bis isamagor component. We shall then evaluate the prospects for



implementing the amended flexibilities with some hope of success, and we shall also
consider certain alternative or complementary strategies. Finally we shall draw
conclusions and make recommendations concerning these and other related issues
covered in the report, which the European Parliament may wish to support.

1. The Evolving Legal Infrastructure
A. The WTO August 30, 2003 Decision and the Protocol of Amendment

A principal abjective of this Committee review isto consider whether the European
Communities should ratify and accept the Amendment to the TRIPS Agreement adopted
by WTO Members on December 6, 2005 that would formally amend the TRIPS
Agreement to add anew Article 31bis.? Proposed Article 31bis reflects the terms of the
WTO Decision of August 30, 2003 (hereinafter the "Decision").* It established awaiver
of certain obligations under the TRIPS Agreement for the purpose of permitting exports
of medicines under government use and compulsory licenses that might otherwise be
prevented by the terms of the TRIPS Agreement asit entered into force on January 1,
1995.

1. The EU Position as Key Determinant of the Terms of the WTO Measures

Aswill be shown, the EU wasthe key architect of most of the bureaucratic limitations
incorporated into the Amendment. To the extent that the Amendment may be criticized
for imposing obstacles to the effective use of compulsory licensing by countries with
inadequate production capacity, the criticism may largely be directed at the EU. At the
same time, the EU has adopted a Regul ation to implement the Decision that shows a
strong appreciation for the flexibilities that remain open to countries in making use of the
system.

The EU does not have experience with the operation of the Decision or the implementing
Regulation, and there are limitations on the extent to which the effectiveness of the
system can at this stage be accurately assessed. Thereis neither a strong experiential

basis for recommending acceptance of the Amendment, nor of declining to accept it. The
guestion islargely political, asking whether, and from whose perspective, an "improved’
Amendment might be negotiated or the chances for its effective implementation might be
strengthened.

2 The “European Communities’ is the formal Member of the WTO, along with each of the member states
of the European Union. Presumably it is the “ European Communities’ that would submit an instrument of
acceptance to the WTO regarding the Amendment on behalf of the “regional entity in Europe’.

3 WTO General Council Decision of 6 December 2005, Amendment of the TRIPS Agreement, WT/L/641,
8 Dec. 2005, with attachment “Protocol Amending the TRIPS Agreement” (with Annex setting out Article
31bis (and associated Annex) to the TRIPS Agreement [hereinafter “Protocol of Amendment” or
“Amendment”].

* Implementation of Paragraph 6 of the Doha Declaration on the TRIPS Agreement and Public Health
(Aug. 30, 2003), Doc. WT/L/540 (Sept. 1, 2003) [hereinafter “Decision”].



The authors are inclined to believe there is not much room in the present global political
environment for negotiating a different deal from the one presently on thetable. They are
aso inclined to believe that the Amendment can play anet positive role from the
standpoint of public health, even if it is not the optimal solution from the perspective of
any interested stakeholder. Finally, whileit is virtualy impossible to predict whether the
negotiating environment will change in the direction of improving the terms of the
Amendment, there is a possibility that time will work against the existing waiver
solution, notwithstanding the legal commitment by WTO Members that it will continue
in effect indefinitely (until an Amendment is accepted by all Members). This may
ultimately arguein favor of ratifying and accepting the Amendment, imperfect though it
may be.

A full appreciation of the terms of the August 30, 2003 Decision, and subsequent
Amendment, requires understanding that the Decision was the result of along and
complex negotiation among a substantial number of interested stakeholders, many of
whom had widely different perspectives regarding the optimal outcome. The Amendment
represents aformal lowering of intellectual property (IP) protection standards imposed by
the TRIPS Agreement. The traditional demandeurs of high standards of 1P protection lose
something they gained in the GATT Uruguay Round negotiations.

The Decision is not the optimal solution for stakeholders seeking the most
administratively simple or expeditious mechanism for permitting exports under
compulsory license. None of the partiesinvolved in the negotiations are under the
impression that this was the result achieved. Thisis not because the negotiators failed to
appreciate that a more user-friendly or expeditious process was possible. It isinstead
because the WTO Members negotiating on behalf of the originator pharmaceutical
industry demandeurs would not accept that solution. And, while the European Union may
not (or may) have been the most patent-protective WTO Member in the negotiations, its
negotiating position was well on the side of the originator-1P holder industry. Thereis
limited reason to conclude that the member states and the European Union have changed
their perspective from the time the Decision was adopted. The current G-8 focus on IP
enforcement led by the German presidency, and as reflected in negotiating texts of EU
Economic Partnership Agreements, might lead to the conclusion that the EU would not
negotiate again today certain more permissive aspects of the Amendment.

2. India and the Problem of Exports under Article 31(f)

To set the Amendment in context, the potential problem posed by Article 31(f) of the
TRIPS Agreement was identified prior to the decision by developing countries to initiate,
in June 2001, areview within the TRIPS Council of the effects of the agreement on
public health. While Article 31 generally permits WTO Members to issue compul sory
licenses, subject to certain procedural requirements, on virtually any grounds, Article
31(f) sharply limits exports under these licenses by requiring that “any such use shall be
authorized predominantly for the supply of the domestic market of the Member
authorizing such use.”



The core of the problem was recognition that on January 1, 2005, Indiawould be required
to implement pharmaceutical product patent protection, and to review the pharmaceutical
patent applications that were collected in its "mailbox" between January 1, 1995 and
December 31, 2004. Because India -- unlike most developing countries -- had taken
advantage of the ten-year transition period for providing pharmaceutical product patent
protection, it had developed and maintained a world-class generic production capacity
with respect to drugs that were otherwise on-patent in developed (and many developing)
countries. It was this unigue generic production capacity that enabled Indian
manufacturers to break the price stranglehold of the originator companies with respect to
key antiretroviral (ARV) treatments.”

Once Indiawas forced by the TRIPS Agreement to provide pharmaceutical product
patent protection,® new drugs developed after January 1, 2005 would be protected, so that
new second or third line ARV's, for example, would not be available in generic form. A
more complicated situation would be created with respect to ARV s invented prior to
January 1, 2005.” The net result with respect to HIV-AIDS treatment was that with some
certainty "new" second and third line treatments would be patentable and unavailable at
generic prices, and that some first line ARV's might become subject to essentially late-
stage patent protection. The precise effects of the January 1, 2005 transition in India
would depend to a significant extent on the terms and implementation of India’' s amended
Patent Act.

From the earliest days of developing country consideration of the Article 31(f) problem,
moreover, there was wide recognition that the need for low-cost generic supplies of
newer medicines in devel oping countries extended well beyond ARV, or treatment for
mal aria, tuberculosis and other infectious diseases. Coronary disease, cancer, diabetes,
asthma and other disorders are major causes of morbidity and mortality in developing
countries, asis made clear in WHO statistical reports. There was, therefore, awide
recognition that a solution to the Article 31(f) problem must necessarily extend beyond
HIV-AIDS.

It is very important to public understanding of the ultimate terms of the Decision and
Amendment that developing countries were acutely aware of the importance of
establishing a straightforward and expeditious solution, as reflected in the initial non-

® CIPLA offered annud per patient ARV treatment at about US$350 when the originator prices werein the
$10,000 range. This revolutionized the HIV-AIDS treatment environment in the developing world. See
Medecins Sans Frontieres (M SF), Untangling the web of price reductions, a pricing guide for the purchase
of ARVs for developing countries, 8"ed., a pg. 10, available at < http://www.accessmed-
msf.org/documents/untanglingtheweb%6208.pdf>

® See Frederick M. Abbott, The WTO Medicines Decision: World Pharmaceutical Trade and the Protection
of Public Health, 99 Am. J. INT'L L. 317, 320-24 (2004) (hereinafter “ Abbott, WTO Medicines Decision”).
" It appeared that asubstantial part of the first line ARV drug library was invented and patented outside
Indiaprior to initiation of the mailbox requirement on January 1, 1995, and those drugs (at least in non-
combination form) would not be subject to patenting. There was some question with regard to
combinations, such asthe widely used “Combivir” patented outside India by Glaxo. The potential for
patenting of combinations may depend on interpretation of the specific terms of India's new patent
legidation. For afew ARVs, there might be issues regarding the appropriate filing and/or priority date that
would influence whether or not the drugs would come under patent.



paper draft for a Ministerial Declaration on the TRIPS Agreement and Public Health
circulated to the TRIPS Council on September 19, 2001, prior to adoption of the Doha
Declaration.? This developing country draft proposal embodied several administratively
efficient solutions. First, based on the underlying concept of "comity” familiar to
international lawyers, paragraph 3 of the solution would have authorized WTO Members
to "give effect” to compulsory licensesissued by other members, and to export pursuant
to those licenses.” There would be no requirement for back-to-back licensing. This
would have been an expeditious and straightforward solution to the problem of countries
that could not themselves manufacture medicines the production of which was authorized
under license.

Second, paragraph 9 of the devel oping country draft would have recognized that WTO
Members are able to use the Article 30 exception provision to authorize production and
export "to address public health needs in importing Members'.’° Finally, in paragraphs 7
and 8, the developing country proposal made clear that the data protection and exclusive
marketing rights provisions would not become an obstacle to giving effect to compul sory
licenses.

However, both the United States and the European Union rejected the proposal by the
developing countries to resolve the Article 31(f) problem at the Doha Ministeria
Conference in November 2001, instead negotiating the well-known Paragraph 6 formula.
Paragraph 6 formed the basis of two years of further negotiations leading to the adoption
of the Decision in August 2003, followed by the adoption of the Protocol of Amendment
in December 2005. In other words, the United States and EU could have taken on board a
straightforward and expeditious solution in late 2001, but chose not to do so, and the
complications that emerged in the Decision and Amendment were the joint product of
their negotiators™ who rejected Article 30 as the basis for a simple solution.

8 General Council, Council for Trade-Related Aspects of Intellectual Property Rights,

Proposal by the African Group, Bangladesh, Barbados, Bolivia, Brazil, Cuba, Dominican Republic,
Ecuador, Haiti, Honduras, India, Indonesia, Jamaica, Pakistan, Paraguay, Philippines, Peru, Sri Lanka,
Thailand and Venezuela, |P/C/W/312, WT/GC/W/450, 4 October 2001 (01-4803), available at
http://www.wto.org.

9 See suggestion in Communication from the European Communities and Their Member States, The
relationship between the provisions of the trips agreement and access to medicines, | P/C/W/280, 12 June
2001 and EU Commission, Compulsory Licensing and Data Protection, Legal ssues related to Compulsory
Licensing under the TRIPS Agreement (referenced in para. 13 of Communication to TRIPS Council), id.
See further elaboration in Frederick M. Abbott, The TRIPS Agreement, Access to Medicines and the WTO
Doha Ministerial Conference, Quaker United Nations Office (QUNO), Occasiona Paper 7, Sept. 8, 2001,
at pgs. 13-15 (also published in 5 WP 15 (2002)), and Frederick M. Abbott, Compulsory Licensing for
Public Health Needs: The TRIPS Agenda at the WTO after the Doha Declaration on Public Health, QUNO
Occasional Paper No. 9, Feb. 2002, at 29.

10 Article 30 of the Agreement allows members to “provide limited exceptions to the exclusive rights
conferred by a patent, provided that such exceptions do not unreasonably conflict with anormal
exploitation of the patent and do not unreasonably prejudice the legitimate interests of the patent owner,
taking account of the legitimate interests of third parties.” Because the assisting country would export
needed medicines to the importing country, there should be no significant economic impact on the local
market of the exporting country.

M n fact, the bureaucratic complications which are ultimately reflected in the Amendment largely emanated
from the European Commission. Consider, for example, the proposal from the EC to the TRIPS Council in



At acritical juncture in the negotiations, the EC proposed that the solution be confined to
“grave” public health problems, raising the specter of WTO intervention to determine
when apublic health problem was serious enough to warrant attention. The same EC
proposal sought to require that formulation of active ingredientsinto final products was
to take place in the importing Member if it maintained the capacity for formulation. This
would in some cases require territorial division of the manufacturing processin away
that would make little sense from a cost-efficiency standpoint. The EC further sought to
require that the patent holder should always have the right to make an offer of products at
“strongly reduced prices,” which could be rejected on “ reasonable grounds.”

At the same time, the United Statestried to restrict the scope of the solution to addressing
HIV-AIDS, malaria, tuberculosis and a potentially restricted group of other infectious
diseases, while limiting the countries that would benefit from the solution. This strategy
proved difficult to maintain, however. Thereis no public health justification for refusing
to allow patients to have access to treatments for certain diseases because trade officials
have decided that that some diseases should be on (or off) an official list. Developing
countries firmly rejected the idea of restricting the solution to a limited scope of
diseases.

It isworth noting that the United States initially proposed limiting permissible exporting
countries to devel oping countries, but this was not strongly pursued. Moreover, the
United States, like the EU, was opposed to alowing the presumptively more liberal
Article 30 approach, as distinct from using the presumptively more restrictive Article 31
approach. At the end of the day, many or most of the key restrictions in the August 30
Decision and the Protocol of Amendment originated with, or were strongly supported by
the European Union, after considerable internal deliberation.™

3. Terms of the WTO Measures

One of the authors of this report has published a detailed analysis of the negotiating
history of the August 30 Decision,* aswell as a set of model implementing legislation

June 2002, Communication from the European Communities and their Member States, Paragraph 6 of the
Doha Declaration on the TRIPS Agreement and Public Health, IP/C/W/352, 20 June 2002.

12 Qubstantive and Procedural Elements of a Report to the General Council under Paragraph 6 of the
Declaration on the TRIPS Agreement and Public Health, Non-Paper Submitted to the Council for Trade-
Related Aspects of Intellectual Property Rights by South Africa, 4 Nov. 2002, WTO Ref: Job(02)/156. For
list of supporting countries, see Abbott, WTO Medicines Decision, at pgs. 328-29.

12 The proposal circulated by the EC on November 2 was subject to an extensive internal consultation in the
133 Committee of the European Council, see, e.g., MD: 494/02 REV 1, dated 29.10.2002, with
interlineated suggestions from the Commission.

4 Frederick M. Abbott, The WTO Medicines Decision: World Pharmaceutical Trade and the Protection of
Public Health, 99 AM. J. INT'L L. 317 (2004). The same author has in draft form amore detailed step-by-
step recount of the negotiations, as yet unpublished.



prepared on behalf of the World Bank.*® Copies of these documents have been furnished
to the Committee staff. In the interests of conciseness, this report will not recount the
step-by-step process that ultimately produced the specific terms of the Decision.
However, the key elements and issues raised by those elements are discussed below.

a. Scope of Covered Diseases

In defining “ pharmaceutical product”, both the Decision and pending Amendment
establish a broad subject matter scope of the medicines and related supplies that may be
furnished pursuant to the system. *® The definition refers to products “of the
pharmaceutical sector needed to address the public health problems as recognized in
paragraph 1 of the Declaration on the TRIPS Agreement and Public Health.” Paragraph 1
of the Doha Declaration does not contain any limitation on the application of the
Declaration to specific diseases or medicines. The definition of pharmaceutical product
expressly extendsto active ingredients, as well asto diagnostic kits used for determining
whether pharmaceutical treatments are needed. The definition is broad enough to include
vaccines because vaccines are "products of the pharmaceutical sector”.

Despite the intensive and extensive negotiations on the subject of "scope of diseases’, the
outcome has not prevented business-oriented publications, such as the Financial Times
and the Wall Street Journal, from recently opining, in response to the grant of a
compulsory license on Plavix (clopidogrel bisulfate) by Thailand, that WTO compul sory
licensing rules were never intended to cover conditions such as heart disease. EC officials
have reportedly made similar assertions to NGO personnel. Although these opinions
were offered in the context of Thailand’s use of Article 31 of the TRIPS Agreement, and
not the August 30 Decision, they provide continuing evidence that Pharma' s advertising
and lobbying efforts will seek to distort the plain language of the TRIPS Agreement and
Doha Declaration if it suitstheir purpose.

b. Notification and Eligible Importing Countries

There are several forms of notification contemplated by the Decision and Amendment.
Thefirst isageneral notification of intent to make use of the system as an importing
country, which notification is required from all countries that use the system other than
L east-Devel oped Countries (LDCs)."

(1) General Notice of Intent to Use
As an administrative matter, there would be amost no concrete transaction cost for a

country in making thisinitial notification of intent to use. No specia information is
required and the World Bank models present readily usable forms for this purpose. It

' Frederick M. Abbott and Rudol ph van Puymbroeck, Compulsory Licensing for Public Hedlth, A Guide
and Model Documents for Implementation of the Doha Declaration Paragraph 6 Decision, World Bank
Working Paper No. 61 (2005) [hereinafter “World Bank Models’].

16 para. 1(a), Decision; para. 2, Article 31bis Annex to TRIPS Agreement [hereinafter “Art. 31bisAnnex”].
7 para. 1(b), Art. 31bis Annex.
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remains, of course, a pointless exercise, which follows from the EU line of loading-up the
Decision and Amendment with bureaucratic requirements.

L east-Developed Members are exempt from this general notification requirement, which
means that more than 30 WTO Members aready are eligible to use the system. Some
commentators have wondered why no other country has so far made the general
notification of intent to use the system to the TRIPS Council. Since negotiation of the
Decision and Amendment was a priority for developing countries, the absence of
notifications could be viewed as: (1) evidence of lack of confidence in the system itself,
or (2) reflection of concern on the part of developing countries that they will be criticized,
and perhaps penalized, by the major OECD powers for having indicated an intention to
useit.

Whether governments are neglecting to make notification because of alack of confidence
in the system is avery difficult matter to assess. It would become clearer if a country that
considered using the system had rejected such use because of potential obstacles, but the
authors are not aware of any such case.

The second possibility reflects a potential line of OECD criticism, to the effect that
“Country X has evidenced that it is hostile to foreign direct investment by threatening
inviolablerightsin patents. It is not a full-fledged participant in globalization, and it will
suffer adverse economic consegquences'. Industry groups in the OECD and parts of the
media have deployed this rhetoric in reaction to the recent grants of compulsory licenses
by Thailand and Brazil.

Whether adverse press of this kind would pragmatically trandlate into a palpable
reduction in foreign direct investment is another matter. The authors of this report have
their doubts about that. Would, for example, a manufacturer of computer equipment
decide not to invest in an otherwise attractive business environment because the host
country had taken steps to protect the public health of its citizens, even if thisincluded
the grant of a compulsory license? That same company might just as well view measures
taken for the protection of public health as a positive inducement, in part because
company health expenditures might be lowered.

Nevertheless, in requiring eligible importing countries to deposit a genera notification of
intent to use, the European Union may have accomplished its objective. This
pragmatically irrelevant formality may in fact impose a political barrier that limits the use
of the system.

(2) Self-Declaration of Non-Use or Limited Use
The Decision and Amendment also provide that a WTO Member may notify the TRIPS

Council that it does not intend to use the system as an importing country, or that it intends
to useit only in alimited way.*® Practically all (if not all) OECD countries have made a

g,
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notification of their intention not to use the system, including the European Communities
and each of its member states, or to useit in alimited way.

While the EU decision to reject digibility to use the system seems bizarre, and obviously
contrary to the public health interests of the inhabitants of the European Union in view of
recent concerns about Avian influenza, for example, we lack spaceto analyzeit here. We
note that on the subject of compulsory licensing for public health, the United States
authorities threatened such action with regard to stockpiling Cipro for an anthrax scare,
and according to the testimony of Health and Human Services Secretary L eavitt,
regarding access to Tamiflu as well.” We also note that France and Belgium have
recently enacted statutes permitting accel erated compulsory licensing of pharmaceuticals
when needed. The official positions hostile to compulsory licensing are intended to
inhibit action by foreign governments, but they are not actually considered to constrain
the EU or the United States. In fact, the United States makes greater routine use of
compulsory licensing of patent inventions for avariety of government purposes than most
other countries combined.?

Whether a government could later withdraw its own self-declaration of intention not to

use the system in response to changed circumstances presents an abstract legal question
for which no clear answer exists. Asapractical matter, however, it is doubtful that any
country would seriously oppose such aretraction, and the question seems more political
than legal in character.

c. Determination as to Insufficient or No Capacity

In order to be eligible to import medicinesin a given case, a country must either (1) be a
Least Developed Country, or (2) make a determination that it has insufficient or no
manufacturing capacity for the product in question.? The determination regarding
capacity, which is made by the importing country, excludes production facilities that the
patent holder owns or controls. It appliesto the specific product in question, and not
generally to the country's pharmaceutical industry.? Once the importing Member has
developed its own adequate capacity, it is expected to cease use of the system.

This requirement imposes no significant burden on a prospective importing Member.
When there is adequate domestic capacity to produce the product in away that would

¥ U.S. Representative Joe Barton (R-Tx) Holds a Hearing on Pandemic Flu Preparedness, House Energy And
Commerce Committee, FDCH Political Transcripts, Nov. 8, 2005, exchange between HHS Sec’y Michael Leavitt and
Representative Tom Allen, Lexis-Nexis News database.

2 See generally Reichman with Hasenzahl, Non-Voluntary Licensing of Patented Inventions: The Law and
Practice of the United States, Part [11 (ICTSD/UNCTAD 2003) (citing authorities).

2 pPara. 2(2)(ii), Article 31bis Annex, and Appendix to Annex.

2 The“Chairperson’s Statement”, discussed infra, indicates that “To promote transparency and avoid
controversy, notifications under paragraph 2(a)(ii) of the Decision would include information on how the
Member in question had established, in accordance with the Annex, that it has insufficient or no
manufacturing capacities in the pharmaceutical sector.” Irrespective of the legal status of the Chairperson’s
Statement, this adds nothing material to the Amendment. A statement that the importing country had
examined relevant available data would suffice.
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reasonably satisfy the country's needs, there is no reason to obtain supplies el sewhere.
Developing WTO Members succeeded on this issue, despite the EU’ s proposal to divide
the API and formulation markets (which might have created significant inefficiencies).

d. Licensing and Conditions

The procedural and substantive requirements that govern the issuance of compulsory
licenses by importing (where applicable) and exporting countries, as well as the
conditions and notifications connected with that licensing, constitute the principal
potential obstacles to effective use of the Amendment.

Q) Importing Members

An importing member need not issue a domestic compulsory license when thereisno
applicable patent. Because L east-Developed Members are authorized to disapply patent
protection, they also do not need to issue domestic compulsory licensesif they choose to
disapply the relevant patent(s). An importing member that is not exempt (per the above)
must issue a compulsory license prior to importation, and it must notify the TRIPS
Council of itsintent to issue (or its issuance of) the license.?®

While compulsory licensing may entail various administrative complications, there are
legitimate ways to avoid a substantial part of them. For example, alicense issued for
public noncommercial use or for national emergency or circumstance of extreme urgency
does not require prior negotiation with, or even notification of, the patent holder
(pursuant to Article 31(b), TRIPS Agreement, which applies to the Amendment
procedure).? Only in the case where a party is seeking a compulsory license for ordinary
commercial use do the requirements of prior negotiation with the patent holder and prior
notification apply. It istherefore possible to structure action on the importing side (as
well as on the exporting side) to take place in an expeditious manner.

It isworth noting that action to remedy anticompetitive practices a so dispenses with the
need for prior negotiation with the patentee and with the limits on exports under article
31(f),% which would otherwise require recourse to the Amendment. However, actionsto
correct anticompetitive practices require some judicial or administrative process,® which
takestime. Once the process is completed, the prosecuting government is also freed from
the duty to provide adegquate compensation and may, instead, penalize the patentee for its
conduct.?” In this connection, the Italian Competition Commission has issued three

2 d., para. 2(a)(iii)

2 5ee, e.g., para. 2(a)(iii), id., for continued applicability of Article 31, except as otherwise amended. In
addition, the possibility for injunctive relief need not be available with respect to government use licenses
(pursuant to Article 44.2, TRIPS Agreement).

zz TRIPS Agreement, art. 31(k).

”1.
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compulsory licenses against major pharmaceutical companies for refusals to deal in the
past year, and it has imposed royalty-free licenses to boot.?®

Under Article 31bis, the importing Member must specify the name of the product(s) and
the expected quantities to be imported, and make notification of that to the TRIPS
Council.® While some commentary on the Amendment has suggested that the
requirement to indicate expected quantities inhibits effective use of the system, thisis not
necessarily true. The Amendment does not demand a particular fixed formulawith
respect to indication of expected quantity. There are avariety of waysthat arelatively
subjective indication can be expressed (e.g., the quantity needed to treat an approximate
sized group of patients over an approximate period of time), and there is nothing in the
Amendment that prevents aMember from modifying the quantity over time.** Whileit
would have been simpler to avoid a statement of expected quantity, this requirement,
standing alone, does not necessarily constitute a significant inhibition.

Also criticized is the requirement that prospective suppliersin exporting Members are
only able to produce on a case-by-case, license-by-license basis. Prospective exporters
accordingly find it harder to make decisions and investments necessary to scale-up
production because there is no assurance of import markets. Thisissue will be further
addressed in the context of the requirementsimposed on exporting Members. However,
so long as “ predominant” exports are considered aform of "exception” under Article
31(f) that requires specific procedural attention, investment planning may be problematic
unless action to pool compulsory licenses in appropriate procurement cases—as
explained below—suffices to address the problem.

(2) Exporting Members

The exporting Member is required to issue a compulsory license with conditions.®* The
authorized manufacturer should only export the quantities needed (and notified) by the
importing Member(s).** Product should be clearly identified as having been produced
under this system, including by special packaging and/or labeling, and/or specia shaping
or coloring, if the distinctions are feasible and do not have a significant impact on price.®
The exporting licenseeis required to post destination and identification information
regarding shipments on aweb site.* The exporting Member is required to notify the

28See, e.g., Press Release, Pharmaceuticals: Antitrust Authority Rules Merck Must Grant Free Licences For
The Active Ingredient Finasteride, A364 - Merck - Active Ingredients (Conclusion Of Investigation),
http://www.agcm.it/agcm_eng/COSTAMPA/E_PRESS.NSF/92e82eb9012a8bc6c125652a00287fbd/28653
b373e56772ac12572ab003a4d68

21d., para. 2(a)(i)

% 5ee, e.9., World Bank Models, at pgs. 23-24.

3L 1d., para. 2(b).

%2 1d., para. 2(b)(i)..

% 1d., para. 2(b)(ii)..This provision is also addressed in the Chairperson Statement. Irrespective of the legal
and status of the Chairperson Statement, it is unlikely to be an inhibiting influence with respect to this
aspect of the Amendment.

3 1d., para. 2(b)(iii).
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TRIPS Council of the issuance of the license and conditions, including the expected
quantities of production and destination(s).®

Aswith respect to the importing Member, acompulsory license issued by the exporting
Member for public noncommercia use or for national emergency or circumstance of
extreme urgency does not require prior negotiation with, or notification of, the patent
holder.® Thus, in the circumstances addressed in Article 31(b) of the TRIPS Agreement,
a compulsory licensing transaction may be pursued expeditiously through back-to-back
licenses that take advantage of "fast-track” possibilities.*’

It is self-evident from the entire object and purpose of negotiation of the Decision and
Amendment that the exporting Member may make use of the "fast-track” procedure to
address a situation of emergency, extreme urgency or public noncommercial usein the
eligible importing Member. The whole process is obviously designed to meet the
pressing needs of the importing country that lacks manufacturing capacity.

The authors of this report would not bother to mention this self-evident matter of
interpretation, except that the government of Canada has publicly expressed the view that
the fast-track procedure cannot be used in Canada under the Decision and Amendment
because there would be no public health emergency in Canada -- most recently stating
this as the formal position of their Ministry of Justice.® While this position has been
rejected by other governments in their implementing legislation (see discussion infra), it
suggests that at least some OECD governments are prepared to act in “less-than-good”
faith with respect to implementation of the Amendment, and it may undermine the extent
to which devel oping country governments believe they can rely on the good faith of
negotiators at the WTO.

As ageneral matter, the information required by the TRIPS Council concerning the grant
of acompulsory license should not be difficult for the exporting Member to assemble. As
to the burden on an exporting producer to provide notification of the shipments and
intended destinations, reputable pharmaceutical producers generate detailed production
and shipping records in the ordinary course of business, and posting such information on
the Internet should be a minor métter.

*1d., para. 2(c).

% See, e.g., para. 2(a)(iii), id., for continued applicability of Article 31, except as otherwise amended.

3 The "fast-track" terminology in this regard was initially adopted by the European Commission TRIPS
negotiating team and used in an article on the Decision published subsequent to its adoption. Paul
Vandoren and Jean Charles Van Eeckhaute of the European Commission suggested the term “fast

track” to describe the emergency/public noncommercial use option under Article 31(b) of the TRIPS
Agreement. Paul Vandoren & Jean Charles VVan Eeckhaute, The WTO Decision on Paragraph 6 of the
Doha Declaration on the TRIPS Agreement and Public Health: Making It Work, 6 J. WORLD INTELL. PROP.
L. 779, 783 (2003) (noting that under Article 31 “procedures to grant compulsory licences are not
necessarily cumbersome and lengthy” but, rather, “minimal and flexible”).

% See Abbott, WTO Medicines Decision, at 342, for earlier reference to this Canadian position. The
position was reiterated, and attributed to the Ministry of Justice, at a public meeting on review of Canada's
legidlation held in Ottawa on April 19-21, 2007 (author’s notes).
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Similarly, while there might be some cases where specialy identifying a product would
impose difficulties, in the ordinary case this seems unlikely. Finished product packaging
isrelatively easy to modify, and identification through such packaging or labeling is
acceptable under the terms of the Amendment. Whether it will be cost-prohibitive to
modify the color or shaping of aproduct will depend on the individual case. The
language of the Amendment suggests that a producer should not be required to purchase
new formulation or stamping equipment solely for this purpose, but might make some
adjustments to existing production processes.

A potentialy more serious obstacle for the prospective exporter is the requirement to
produce only amounts needed to satisfy the requirements of licensees or other importers
(e.g., Least-Developed Members operating under an exemption) as notified to the TRIPS
Council. Prospective producers in exporting countries may thus be deterred from
constructing new facilities "on speculation” that a sufficient number of orders will be
received in the end.

However, there are factors that may ameliorate this potential problem. Aswith any
production venture, the plant owner may seek to visit prospective purchasers prior to
undertaking capital expenditure to obtain indications of intention to purchase and/or
commitments. Moreover, the recipient of a compulsory license under this systemis not
precluded from also obtaining alicense for supply of its domestic market.

Pooled procurement strategies may well be used by countries or groups of countries with
long-term needs that can be identified in advance, which may facilitate long-range
planning for potential exporters. For example, a group of countries in the Caribbean may
know that they have along-term need for second or third line antiretroviral treatment and
that they would wish to contract for purchase with an Indian or Brazilian supplier. This
approach will be addressed further in discussion of Regional Supply Centers below.

Existing pharmaceutical production facilities may in some cases be modified to produce
different drugs. It will not always be the case that to meet the requirements of an
importing country (or countries) that a manufacturer will need to build anew facility. In
some cases, the transition costs may be modest.

Finally, aproducer in a country such as India or Brazil might initiate relatively small-
scale production under compulsory license for supply of the domestic market, and later
solicit orders that will require it to make use of the Amendment. The costs of ramping up
production in such cases may be lower than start up costs from "scratch".

Disregarding the prospects for stimulating production in response to procurements under
pooled compulsory licensing strategies, it seems fair to conclude that the Amendment
does not encourage "speculative” construction of facilities by prospective exporters under
compulsory licenses. However, this outcome is consistent with respect for the rights of
patent holders under the terms of the TRIPS Agreement; which are unlikely to be
substantially modified in this respect. As matters stand, most systems that provide an
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"exception" to the rights of patent holders are likely to discourage "speculation” by
capital investors.

e. Remuneration

One potentia consequence of the issuance of double compulsory licensesin the
importing and exporting Members was that the remuneration provided for under Article
31(h) of the TRIPS Agreement would be paid twice. The Amendment avoids this
consequence by providing that adequate remuneration need only be paid in the country of
export, taking into account the economic circumstances of the importing country.® This
reasonable solution to the remuneration issue will not likely lead to difficulties.

f. Measuresto Prevent Diversion and Non-Authorized Importation

The Amendment obligates importing Members to take reasonable and proportionate
measures to prevent diversion or re-exportation of pharmaceutical products received
under the system.® There is provision for potential assistance from developed to
developing Members in implementing an anti-diversion system, if requested. This
provision is directed to governments and, in that sense, adds an obligation to those that
aready exist under the TRIPS Agreement. It need not materially inhibit use of the system
or impose unreasonabl e costs. Drug importation should ordinarily be subject to close
supply chain management, and steps taken to ensure the integrity of supply arelikely to
prove useful from a public health perspective as well.

The Amendment requires Members to provide means for patent holders to protect against
unauthorized importation of products produced under the system and diverted into their
markets.”* However, Members are not required to establish mechanisms beyond those
aready available under the TRIPS Agreement. Implicit in this schemeisan
understanding that products produced under the relevant compul sory licenses should not
be treated as "lawful parallel imports” after having initialy been placed on the market.
This result follows logically from the design of the system, which limits exports to the
intended destination (although another approach to re-exports might reasonably have
been pursued).

g. Specia Regiona Treatment

The Amendment makes specia provision for Members that belong to regional trade
agreements of which at least half the members "currently" are Least-Devel oped
Countries.* This provision permits pharmaceutical products imported into one Member
of the group under a compulsory license to be re-exported to other Members of the group
without additional export licensing. However, it does not exempt the importing countries
from issuing separate compulsory licenses where otherwise applicable (i.e., when there is

% 1d., para., Article 31bis.
“d., para. 3
“11d., para. 4.
“21d., para. 3.
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apatent or, in the case of a Least-Developed Member, when it has not e ected to disapply
the patent). There is also some provision for developed country assistance in establishing
systems for the grant of regiona patents to facilitate use of this concession.

However, this provision for special treatment of aregional aliance remains severely
restricted. The European Union, which was instrumental in imposing these limitations
during the negotiations, insisted that the solution be limited to what is effectively sub-
Saharan Africa, and it rejected proposal's that would have made it unnecessary for
importing countries to issue compulsory licenses when re-exportation was otherwise
enabled.®

There were few aspects of the negotiations more frustrating to devel oping countries than
the refusal by developed countries to permit more flexible implementation of aregional
solution. Caribbean negotiators -- whose countries are experiencing major HIV-AIDS
problems -- were particularly disappointed, and remain so at the present time.
Notwithstanding the foregoing, the authors of this report will suggest the use of regional
mechanisms that may enable cooperating governments to overcome these restrictions.

h. Non-Violation Causes of Action

The Amendment expressly precludes nonviolation nullification or impairment causes of
action, and situation causes of action, from being initiated in dispute settlement with
reference to the Amendment.* This prohibition isimportant because the general situation
regarding nonviolation complaints under the TRIPS Agreement remains uncertain, and
the possihility of such complaints might create substantial insecurity for countries
inclined to use the system.

i Non-Prejudice to Other Rights and Non-Members of the WTO

The Amendment expressly provides that WTO Members are not precluded from
exercising other rights under the TRIPS Agreement. Therefore, if production and export
by third parties of products under patent are deemed permissible under Article 30, which
deals with exceptions rather than compulsory licensing, this possibility has not been
foreclosed by the Amendment. As discussed further below, the authors (a ong with many
NGOs) view this as an option that the European Parliament may wish to consider. The
Amendment also makes it clear that countries are not precluded from exporting under
compulsory licenses within the otherwise applicable limitations of Article 31(f) (i.e, less
than a predominant part of production), without resort to the special legal machinery
envisioned by the Amendment.

The continuing applicability of Article 30 also permits exports to countries that are not
members of the WTO, including a number of the poor countries of the world that may
particul arly need to import medicines under compulsory licenses. There is no reason why

“3 The provision for assistance in regional patenting was viewed by developing country negotiators as part
of an EU strategy for making it easier for EU pharmaceutical companies to control the market.
“ Para. 4, Article 31bis.
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an exporting WTO Member cannot extend the availability of the solution to an importing
non-member as alimited exception to the rights of the patent holder in the exporting
country, especialy if the importing non-member provides a diplomatic representation
that it will abide by the conditions of the Amendment. Several WTO Members have
aready implemented availability of the Amendment for non-members of the WTO.

j- TheChairperson’s Statement

In December 2002, the United States blocked adoption of the draft text of the Decision
because it refused to accept an open-ended solution with respect to "scope of diseases".*®
For the next seven months, the United States sought agreement on limitation of the scope
of diseases, or restriction of the solution to countries of sub-Saharan Africa, which
ultimately failed. (At one stage, the EU proposed as a compromise that countries wishing
to use the system would need approval of the WHO with respect to diseases they were
addressing outside alist of diseases that were presumably covered.)

Devel oping countries made clear that they were not going to accede to the US demands
to limit the “scope of diseases’. Asthe Cancun Ministerial Conference approached in
September 2003, neither the WTO Secretariat nor key developed country actors wished
to see the Ministerial dominated by the public health issue. Some face-saving formula
was required to alow the United States to sign off on the Decision, which ultimately
resulted in a statement read out by the Chair of the General Council prior to adoption of
the Decision on August 30, 2003, and again prior to adoption of the Protocol on
December 6, 2005 (the Chairperson’ s Statement).

Asapractical matter, the only controversia provision of the Chairperson’s Statement is
the shared understanding that,

First, Members recognize that the system that will be established by the
Decision should be used in good faith to protect public health and, without
prejudice to paragraph 3 of Article 31bis of the amendment [or paragraph 6
of the Decision], not be an instrument to pursue industrial or commercial
policy objectives.

During negotiation of this provision, the United States had initially proposed that use of
the Decision should be “not for commercial gain,” but this was promptly rejected by
devel oping country negotiators. The final formulaindicates that the intention of the
system is to support public health needs, and not merely to advance industrial policy
objectives. The authors of this report do not consider that this statement will in fact
inhibit use of the system, whatever its legal status may ultimately be determined to be.*®

S For details, incl uding US statement to TRIPS Council, see Abbott, WTO Medicines Decision, supra note
6, at 331.

“6 Nonetheless, there is considerable controversy concerning the legal status of the Chairperson’s
Statement.
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It seems unlikely that any WTO Member issuing a compulsory license for export of a
pharmaceutical product to assist needy countries would be failing to advance the
objectives of public health.

In the recitals of its Regulation implementing the Decision (see analysis infra), the
European Union has referred to its adoption “in the light of the statement read out by [the
WTO Genera Council] Chairman”. Also in the recitals to the Regulation, it hasincluded
language regarding use in “good faith” adapted from that statement. Such references may
represent aform of subsequent state practice in application of the Decision (see Article
31(3)(b), Vienna Convention on the Law of Treaties), and might add some weight to an
argument that the statement was intended to influence interpretation of the Decision.
However, the practice of one state (or region) party to the Decision would not be decisive
in establishing the legal character of the statement, particularly since that practice in this
instance does not involve application of the Decision to a compulsory license (or
application), but merely recitation in the preamble to the implementing legislation.
Moreover, the EU’ srecital adds no greater substantive bite to the statement itself on this
matter, which does not seem to present any serious obstacle at present.

k. Technology Transfer

The Amendment recognizes the desirability of improving pharmaceutical production
capacity in countries with insufficient or no capacity, and it encourages Membersto "use
the system in the way which would promote this objective”.*’ It also includes an
"undertaking" by Members to address this situation as part of Article 66.2 of the TRIPS
Agreement, and related commitments to L east-Devel oped Members. The German
government, in association with UNCTAD, UNIDO and the UK Department for
International Development (DFID), is undertaking a program to improve production
capacity in certain Least Developed Countries of Africaand elsewhere (see infra), which
represents an example of positive implementation of this undertaking. As another
example, the United States has also provided some funding for the study of transfer of

technology options for the pharmaceutical sector in Latin America, one of whichistudies - { comment [R1]: projects?

is being undertaken by an author of this report.®®

Wheat these initiatives have suggested to the authors of this report is that there are quite
concrete mechanisms by which the European Union might support the improvement of
pharmaceutical research, development, and production capacity in devel oping countries.
Moreover, the EP's Committee on International Trade expressly recommended that the
Community should “encourage...the transfer of technology, research, capacity
strengthening, regional supply systems and help with registration in order to facilitate and
increase the production of pharmaceutica products by the devel oping countries

47 Para, 6, Article 31bis Annex.

8 Frederick Abbott is serving as technical expert for a project funded by USAID regarding transfer of
technology in the pharmaceutical sector with respect to Colombia, which project has also involved
extensive consultations in Brazil.
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themselves.”* Y et very limited financial resources are so far committed to such
endeavors. The implementing Regulation for the Decision, discussed infra, pays scant
attention to issues of technology transfer and capacity-building, merely paraphrasing at
Recital 13 some genera language of the Decision.

We emphasize that building up pharmaceutical-rel ated capacity in developing countriesis
quite practicably achievable. The question is not whether it can be done, but whether
developed country governments are genuinely prepared to promote such objectives.

I. Provisionsfor Review

The Amendment includes provision for annual review of the functioning of the system by
the TRIPS Council, with aview toward “ensuring its effective operation,” and it
presupposes an annual report on its operation to the General Council. If the Amendment
entersinto force, the annual review should provide a platform for considering whether
any modifications are desirable. It should be evident, however, that achieving a new
consensus with respect to changes to the system will be difficult. Therefore, adecision to
accept the Amendment in its present form must be understood as a serious commitment
to the system in that form.

4. TheEU Implementing Regulation

Asnoted at the outset of this report, governments involved in the negotiation of the
Decision and Amendment are well aware that it was not designed to provide the
maximum flexibility and administrative simplicity in favor of countries seeking to protect
public health. Given the deliberate limitations built into the Amendment, the question
from a public health standpoint is whether it can and will be implemented in a manner
that enables countries without adequate production capacity to make effective use of
compulsory licensing.

Theinitial proposal for an implementing regulation from the European Commission
contained a number of restrictions and limitations that would have substantially inhibited
effective use of the Decision and Amendment. Among the most important deficiencies,
that proposal did not acknowledge the possibility for use of the fast-track procedure.™

“9 See European Parliament, Committee on International Trade, Report on the Proposal for aregulation of
the European Parliament and of the Council on compulsory licensing of patents relating to the manufacture
of pharmaceutical products for export to countries with public health problems (Com (2004) 0737-C6-
0168/2004-2004/0258 (COD), A6-0242/2005, at 7 [hereinafter EP Committee on International Trade,
Report (2005)].

% Proposal for a Regulation of the European Parliament and of the Council on compulsory licensing of
patents relating to the manufacture of pharmaceutical products for export to countries with public health
problems, Brussels, COM(2004) 737 final, 29.10.2004. One of the authors of this report provided
comments on the initial Commission proposal to Professor Carlos Corres, at his request, in connection with
his assessment prepared for the European Parliament. For observations by Professor Abbott in this regard,
see Assessing the European Draft Regulation for |mplementation of the WTO Decision of August 30,
2003, Response to questions by Prof. Frederick M. Abbott, January 19, 2005 (email to Prof. Correa). See
Professor Carlos M. Correa, Policy Paper, Assessment of the Proposed EU Regulation on the Compulsory
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Notwithstanding the problematic initial proposal, and through successful intervention by
the European Parliament, the EU ultimately adopted an implementing Regulation that
takes alargely positive approach.*

The following list briefly summarizes what the authors view as the most promising
aspects of the Regulation:

¢ |t mandates the grant of a compulsory license for export by the member state
authority when the appropriate conditions are fulfilled.>

e The definition of a pharmaceutical product extends to any product of the
pharmaceutical sector, including vaccines.

e The Regulation extends to |ess advantaged non-members of the WTO.**

e Useof the systemis not limited to government authorities, but extends to "any
person”, abeit with some qualification regarding authorization from an importing
country.>

e The Regulation expressly recognizes the option for Least-Developed Countries to
disapply patents.>®

e The Regulation sets a safe harbor for prior negotiation with the patent holder in
ordinary commercial cases, i.e. a30 day period.>’

e The Regulation waives the requirement of prior negotiation in situations of
national emergency, other circumstances of extreme urgency, or in cases of public
non-commercial use under Article 31(b) of the TRIPS Agreement.®

¢ The Regulation establishes a maximum royalty for products exported in situations
of emergency or for public non-commercial use (under Article 9(2)) of 4% of the
total price paid by the importing country.*

e Theroyalty to be paid in the exporting country in otherwise “ordinary”
circumstances will take into account “humanitarian or non-commercial
circumstances.”®

Licensing of Generic Drugs for Export to Developing Countries, Policy Department, European Parliament,
EP/ExPol/2004/07 01/02/2005.

*1 Regulation of the European Parliament and of the Council on compulsory licensing of patents relating to
the manufacture of pharmaceutical products for export to countries with public health

problems, 2004/0258 (COD), PE-CONS 3674/05, Brussels, 12 April 2006 [update cite].

= 1d., art. 2 See discussion of relevant cross-referenced EU legislation in Abbott, WTO Medicines
Decision, supra note 6, at 333.

% 1d., art. 4(c) & 5.

% 1d., art. 6(3)(f).

% 1d., art. 8(b).

1d., art. 9(1).

% 1d., art. 9(2). Obviously, the Regulation is not requiring that the condition of waiver needs to be present
in the European Union, which would produce an absurd result in context, particularly given that the EU has
opted-out of using the Amendment as an importing country/region, and thus could not be acting in the face
of its own emergency or public non-commercia use.

% 1d., art. 10(9)(a). If further evidence that the waiver of prior negotiation reflects the situation in the
importing country is needed (to satisfy Canadian authorities), the fact that the royalty limit (in Article
10(9)(a)) applies with respect to the price paid by the “importing country” makes clear that it isthe
importing country which isrelying on the emergency or public non-commercial use.
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e Specific provision is made for expedited increase of the quantities to be supplied
beyond those originally set forth in the license application.®*

e Procedures are included for expedited regulatory approval of products previously
not registered,® while marketing exclusivity rules that might otherwise impede
the registration, production and export of products under compulsory license are
waived.®

e Provisionismade for periodic review of the operation of the Regulation,
including specific aspects where problems might logically arise.®*

Given that the European Union was working within the limitations imposed by the text of
the Decision and Amendment, it has certainly done a creditable job in giving effect to the
flexibility inherent in the system. Until the Regulation is used, it is hard to assess whether
there may be some "hidden defect” that will present a significant barrier to effective use.
The authors of this report do not suggest that there isliterally no room for improvement
in the Regulation,® but the potential improvements appear to lie at the margins of an
otherwise positive effort, which the EP’'s Committee on Internationa Trade seemsto
have influenced.

5. Provisional Evaluation of the Pending Enactments

One of the common criticisms directed at the Decision (and Amendment) is that its legal
machinery has not been used despite its adoption in the waiver of August 2003. It seems
tologically follow that because the Decision has not been used, it isineffective. The
authors of this report believe this particular line of criticism to be both premature and
unconvincing.

While the Decision and Amendment may not have been formally invoked by any WTO
Member to date, this does not mean that the Decision has failed to play asignificant role
in influencing access to essential medicines. 1n 2005, as worldwide concerns about the
spread of adeadly form of Avian flu increased, Taiwan announced that it would issue a

1d., art. 10(9)(b).

51d., art. 16(4). See also EP Committee on International Trade, Report (2005), supra note 49, at 17
(mandating thisresult). Asnoted earlier, supra text accompanying note 30, the terms of the Amendment
appear to permit a subjective form of statement of quantity that takes appropriate account of public health
needs, e.g., “aquantity of pharmaceutical product ‘x’ sufficient to treat 'y’ patientsover ‘z' period”. See
World Bank Models, at doc. 2, pg. 20. Presumably, the EU Regulation does not foreclose the use of such
subjective formulas, which may be the most appropriate to medium to longer term treatment of disease, in
addition to use for shorter term treatment. The reference in Article 16(4) of the Regulation to a requirement
for negotiation with the patent holder regarding added quantities in excess of 25% of the amount stated in
the original license (when a TRIPS Article 31(b) waiver does not apply under Article 9(2) of the
Regulation) should presumably not be understood to limit the type of quantity formulaincluded in the
origina license. If it were so understood, this would suggest the need to revisit the terms of the Regulation.
2 1d., art. 18(1).

%3 1d., art. 18(2).

*1d., art. 19.

® For example, nongovernmental organizations require evidence of government authorization to make use
of the system. Such alimitation may impose unjustified constraints on the activities of NGOs, particularly
those working in least devel oped countries.
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compulsory license for the local production of Roche’s patented Tamiflu (oseltamivir)
antiviral.% Following expressions of concern by other countries regarding potential limits
on the availability of Tamiflu from Roche, the Swiss pharmaceutical company issued
voluntary licenses to a number of producers to permit stockpiles to be increased,
including producers in China (two suppliers), Indiaand South Africa® Although Roche
was said to have entered into voluntary licensing agreements with U.S. generic
manufacturers to increase production under pressure from members of Congress,®® Roche
itself reports that it has stepped up its own controlled production in the United States at
the request of the Department of Health and Human Services.™

Raoche' s actions with respect to the supply of Tamiflu were taken in the shadow of the
Decision and Amendment, which would have permitted the export of its product under
compulsory license to countries without adeguate manufacturing capacity. A producer
acting under compulsory license in Taiwan, Chinaor India could fulfill orders from

devel oping countries around the world (most developed countries have opted out of the
Amendment-based system). Compulsory licensing has traditionally served as an effective
threat against which price reductions or voluntary licenses may be negotiated,”* and it
seems likely that the Decision played that role in the case of Tamiflu.

Even if one discounts the role of the Decision in the Tamiflu situation, it is nevertheless
unsurprising that the Decision has not yet been used. The factual basis on which
negotiation of the Decision and Amendment was predicated was the transition to take
placein Indiaon January 1, 2005. After that date, pharmaceutical mailbox patent
applications would be processed and new pharmaceutical products would become subject
to patenting. While a resulting curtailment of generic supplies to world markets from
Indiawas anticipated, thisimpact was not expected to be, and is not, immediate.

% Kathrin Hille, Taiwan employs compulsory licensing for Tamiflu, FT.com, Nov. 25, 2005. The report
notes that Taiwan issued a domestic license with a number of limitations.

5" Roche Media News, Roche update on Tamiflu global supply to meet future world demands — from
partnerships to regional sub-licenses, Basel, Dec. 12, 2005 (reporting voluntary license to Shanghai
Pharmaceutical Group, and identification of twelve potentia sub-licensees); Roche, Factsheet Tamiful, 17
Nov 2006, at http://www.roche.com/med mbtamiflu05e.pdf..

% The Chinese license was reportedly issued under threat of compulsory license. See James Packard Love,
Recent Examples of the Use of Compulsory Licensing on Patents, KEI Research Note 2007 (2), revised as
of 6 May 2007, available at http://www.keionline.org/misc-docs/recent cls.pdf..

% 3ee, e.g, California State Senate Health Committee Staff Analysis of Senate Bill 1763, April 2006,
noting that, " On October 26, 2005 ten members of Congress sent aletter to Health and Human Services
Secretary Michael Leavitt noting that compromising public health needs to protect patent rightsis
‘inexcusable’ “and requesting the immediate issuance of compulsory licenses for Tamiflu and Relenza so
that generic manufacturers could begin producing necessary drugs to meet stockpile goas. In December of
2005, Roche reached a voluntary agreement with two U.S. generic drug companies to increase production
of Tamiflu.” See <http://info.sen.ca.gov/pub/05-06/bill/sen/sb_1751-

1800/sh_1763 _cfa 20060424 152009 _sen_comm.html>.

" Roche recorded conference call MP3 file, April 26, 2007, from
http://www.roche.com/home/media/med_events/med events mb0407.htm.

™ See J.H. Reichman with Cathy Hasenzahl, Non-Voluntary Licenses of Patented Inventions: Part I,
Historical Perspective, Legal Framework Under the TRIPS Agreement and an Overview of the Practice in
Canada and the United States (ICTSD/UNCTAD 2003).
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Indian patent offices must process the mailbox applications, which has been slow.
Moreover, Indias Patent Act amendments permit generic producers to continue supplying
products aready in production on January 1, 2005, upon payment of areasonable royalty,
and Glaxo decided against pursuing its Indian patent application for Combivir.”

The consequence of these factorsis that Indian generic production and supply to world
markets has yet to be curtailed. There has not been a newly arising need for prospective
importing countries to issue compulsory licenses for fulfillment by Indian producers.
While use of the system established by the Amendment could have been undertakenin
respect to other prospective exporting countries, or for other reasons, these facts help to
explain why the system has not yet been used.

The conclusion should not be drawn that the system is therefore unimportant. As
countries face the growing need to supply second and third line antiretroviral treatments,
which are and will be patented in the principal countries of potential supply, such as
Chinaand India, demand for generic products should becomeintense. In that context,
governments may well be prepared to overcome political inhibitions and seek to make
use of the system. The recent issuance by Brazil and Thailand of compulsory licenses on
Merck’ s patented Efavirenz drug evidences the growing pressure that is being imposed
on public health budgets.

B. The Recent Grants of Compulsory Licensesin Brazil and Thailand

Recent grants of compulsory licenses in two middle-income developing countries have
riveted attention on this legal device and heated up the political atmosphere, which
indirectly affects the prospects for implementation of the pending Amendment. A brief
survey of these developmentsis set out below.

The Decision does not apply to the government use licenses issued by Brazil and
Thailand, nor would the Amendment (if and when it entersinto force), at least as matters
now stand with respect to foreign requests for supply. Neither Brazil nor Thailand issued
its license(s) for the purpose of exporting a predominant part of production to a country
or countries without adequate pharmaceutical production capacity, which is the situation
covered by the Decision and Amendment. These licenses were instead issued within the
legal framework established by Article 31 of the TRIPS Agreement, and reaffirmed by
the Doha Declaration, in amanner legally consistent with that framework. Nonethel ess,
the public health circumstances surrounding the issuance of the licenses, as well asthe
political reactions, are relevant to assessment of the utility of the Amendment.

1. The Case of Brazil
Few countriesin the world -- and certainly among devel oping countries -- have devoted

more attention to the problem of access to medicines than Brazil, and thereisa
comprehensive academic literature describing in detail the steps the Brazilian government

2 GlaxoSmithKline Press Release, August 10, 2006, GSK patents and patent applications for Combivir,
http://www.gsk.com/ControllerServlet?appl d=4& pagel d=402& newsi d=874.
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and research institutions have taken to thisend.” To be clear, the government has been
criticized for previous legislation favoring multinational over domestic industry, which
created serious problems. A number of steps now being taken in Brazil are designed to
rebalance the situation, so that there is greater local participation in more innovative parts
of the pharmaceutical sector.

Brazil was among the group of developing countries that strongly resisted incorporation
of "trade-related intellectual property rights' into the GATT Uruguay Round. Prior to
entry into force of the TRIPS Agreement on January 1, 1995, Brazil's domestic industry
had produced the bulk of active pharmaceutical ingredients (APISs) used in products sold
on the national market. Because Brazil did not provide pharmaceutical product patent
protection at the time the TRIPS Agreement entered into force, it could have taken
advantage of the same ten-year transition period that India used.” However, in adecision
strongly criticized by Brazilian public health experts, the government chose not only to
provide pharmaceutical product patent protection from 1996 on, but it also voluntarily
provided "pipeling" protection that permitted the extension of patent protection beyond
that which would ordinarily have been available to holders of foreign patents.”

As a consequence of these decisions, between 1996 and 2005 Brazil lost ailmost dl of its
API production capacity, though not the basic technology that might be needed to
reestablish that capacity. Today, virtualy all APIsused in the Brazilian pharmaceutical
sector are imported. There has been a staggering increase, far in excess of that generally
applying to other sectors, in Brazilian expenditures on imports of pharmaceutical
products.

At the same time, Brazil led the world in establishing universal public accessto
antiretroviral treatment for HIV-AIDS. As part of a comprehensive strategy, Brazil relied
on asystem of public manufacturing facilities to produce ARV treatments that were not
covered by patents. Through this strategy, Brazil was largely able to provide treatment at
a cost reasonably affordabl e to the government, with one significant problem that
emerged. Severa important ARV, particularly those used as second line treatment (i.e.,
when resistance to first-line treatment devel ops) were patented in Brazil by foreign
multinational producers, and they could not be produced locally without infringing the
patents.

The cost to the Brazilian public health sector of purchasing the patented ARV s far
exceeds the cost of purchasing locally produced (or imported) generic ARVS, and it is
placing a significant burden on the public health sector. Moreover, because resistance to

3 See, e.g., INTELLECTUAL PROPERTY IN THE CONTEXT OF THE WTO TRIPS AGREEMENT: CHALLENGES FOR
PUBLIC HEALTH, (J. Bermudez & M.A. Oliveriaeds. 2004), and particularly chapters 7-9; Claudialnes
Chamas, Developing Innovative Capacity In Brazil To Meet Health Needs, MIHR report to CIPIH, April
2005WHO Ref. CIPIH Study 10d (DGR); O. Fabienne, D. Cristina, L. Hasenclever and C. Benjamin,
Trips-Post 2005 in Southern Countries: The Sustainability of Public Health Policies at Stake, DIME
Conference, London, Sept. 2006, and Luciana Xavier de Lemos Capanema, A Industria Farmacéutica
Brasiliera e a Atuacao do BNDES, 23 BNDES Setoria 193 (2006).

™ Article 65.4, TRIPS Agreement.

" Provided that their products had not been previously introduced on the Brazilian market.
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first-line ARV's among the group of patientstreated in Brazil will increase over time, and
because side-effect profiles of newer generation ARV's may be better then first-line
treatments, reliance on newer treatments seems likely to increase, with corresponding
increased pressure on the public health budget.

For these reasons, the Brazilian government has used the threat of compulsory licensing
to pressure foreign multinational patent holdersto significantly lower the prices charged
for ARVs. Up until April 2007, Brazil had not formally granted a compulsory license
because the government had reached negotiated settlements with foreign suppliers. The
decision to pursue voluntary settlements had been criticized by important actorsin the
Brazilian public health sector because (1) in some cases, the results were perceived as too
favorable to the foreign supplier and too restrictive on Brazilian public health authorities,
and (2) because the failure to initiate production in Brazil limits the learning experience
and capacity of public and private pharmaceutical producers. In the end, reliance on
foreign patent-holding suppliers continues at the present time.

However, in April 2007, the Brazilian government™ followed through with granting a
compulsory license for public use of Merck’s” Brazilian patent on the ARV Efavirenz.”
This ARV isused in the treatment of approximately 75,000 of 200,000 patients under
treatment in Brazil.” Merck offered to lower the annual per patient price of its drug from
$580 to $400, but there are generic versions available from India at $165 per patient per
year. Brazil estimates a cost-saving of $30 million per year to its public health
procurement budget from shifting to generic imports.®

In addition, Brazil's national pharmaceutical laboratory and producers plan to transition
to local production.®" It is useful to note that the U.S. President’s Emergency Plan for
AIDS Relief (PEPFAR) authorizes the purchase of generic Efavirenz from at least one
Indian supplier (Aurobindo), and that the latest report from PEPFAR explains the
substantial cost saving the U.S. government is achieving in its treatment program through
ashift from originator to generic ARV's (including Efavirenz).?

2. The Case of Thailand

6 See Q& A from the Brazilian MoH on the Efavirenz CL - official translation from the MoH available on
www.aids.gov.br, posted on |P-Health List Serve, April 26, 2007.
" In Brazil, through its affiliate “Merck Sharp & Dohme”. 1d.
™8 “Efavirenz isin the class of drugs called non-nucleoside reverse transcriptase inhibitors (NNRTIs),
which helps keep the AIDS virus from reproducing in cells. This antiretroviral drug is used in combination
with other antiretroviral agents for the treatment of HIV-1 infection.” US Food and Drug Administration,
FDA Tentatively Approves Generic Efavirenz — Product Eligible To Be Considered Under the President’s
Emergency Plan for AIDS Relief, FDA News, June 24, 2005.
" See Brazil MoH, supra note 76, and Joe Cohen, Brazil, Thailand Override Big Pharma Patents, SCIENCE
%lAGAZINE, May 11, 2007, at 816.

Id.
8l Marcia Wonghon, Brazil Decides to Make Own AIDS Drug After Talks With Merck Collapse, Brazil
Mag., May 3, 2007, available at http://www.brazzilmag.com/content/view/8220/54/.
8 gee, e.g., PEPFAR, Critical Intervention in the Focus Countries: Treatment, at, e.g., Tables 2.8 & 2.9,
referring, inter aia, to generic versions of Efavirenz,
http://www.pepfar.gov/documents/organi zation/81024.pdf .
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Thailand covers alarge part of its population with universal access to medicines through
publicly funded government organizations.® Included among these programs is universal
accessto HIV-AIDS treatment. Since the entry into force of the TRIPS Agreement,
Thailand's budget expenditures for the provisions of medicines have increased
dramatically, now constituting approximately ten per cent of the government budget.
Among countriesin Asia, Thailand provides the largest percentage of HIV-AIDS patients
with antiretroviral treatment. However, dueto the high costs of some patented ARV, the
Thai public health system may need to provide lower-cost alternatives that increase the
risk of side effects.

From November through February 2007, the government of Thailand issued compul sory
(“government use”) licenses on three patented pharmaceutical products.® Two of these
are antiretrovira treatments: (1) Kaletra (Lopinavir and Ritonavir) (patented in Thailand
by Abbott Laboratories), and (2) Efavirenz (patented in Thailand by Merck). The third is
Plavix (clopidogrel bisulfate), a product used for the treatment of coronary disease,
patented in Thailand by Sanofi-Aventis. The licenses will initially be used for the
importation of generic products from India, but the government production facility (GPO)
plansto initiate local production in the future.

The government has proposed payment of aroyalty of 0.5% to the patent holders, but has
indicated (and provided in legidation) that thisrate is open to further negotiation and
review. The Thai government did not attempt to negotiate voluntary licenses with the
aforementioned patent holders prior to issuing the government use licenses. However, the
government had unsuccessfully attempted to negotiate price reductions from the patent
holder-suppliers over a prolonged period of time prior to issuance of the licenses.

When the government issued its public use license for Efavirenz, Merck’ s price was
approximately double that of the Indian generic price. Merck later offered to substantially
reduce its price for Efavirenz to about 20% above the Indian generic price® The Thai
government expects to reduce the price of purchasing Kaletra to about 20% of the current
price charged by Abbott Laboratories. The Thai government indicates that it will be able
to reduce its costs for clopidogrel (Plavix) by afactor of 10.%°

The Thai authorities stress that the "government use" licenses issued for supply through
its public health care system will not be used to supply the comparatively small segment
of the "private" Thai commercial pharmaceuticals market, where products are sold at the
patentee’ s prices. Spokesmen for the Health Ministry have publicly declared at several
conferences that their goal was to move the pharmaceutical companies from a“low
volume-high margin” price strategy to a*“high volume-low margin” aternative approach..

8 A comprehensive description of Thailand's public health system approach to provision of medicines can
be found at Ministry of Public Health and National Health Security Office, Thailand, Facts and Evidences
on the 10 Burning Issues Related to the Government Use of Patents on Three Patented Essential Drugs

in Thailand, Feb. 2007, ISBN 978-974-94591-5-7 [hereinafter the “ Thai White Paper”].

8 Documents evidencing the grants of the compulsory license are attached to the Thai White Paper.

% Thai White Paper, pg, 29 and Document 21, Merck Press Release.

% Thai White Paper, pgs. 14-15.
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Because Thailand already contracted for several months supply of Efavirenz from an
Indian generic supplier, the government has not yet considered it necessary to make a
decision regarding future purchases from Merck at its reduced offer price. The Thai
government continues to hold discussions with Abbott Laboratories and Sanofi-Aventis.
Meanwhile, Abbott Laboratories has withdrawn a number of applications for regul atory
approval of drugs that were pending at the time the government use license on Kaletra
was issued.

3. Foreign Reaction

The multinational pharmaceutical companies affected by the Brazil and Thailand
compulsory licensing decisions have reacted by asserting that these decisions will have a
negative effect on research and development for new medicines and, at least in the case
of Abbott Laboratories and Merck, have strongly condemned the actions.®”
Pharmaceutical industry groups, and more broadly-based industry chambers of
commerce, have likewise reacted quite negatively to these developments.®

At least in the case of Thailand, the reaction by United States government authorities has
been somewhat uncharacteristically ambivalent. On one hand, USTR Susan Schwab
assured a substantial number of concerned members of Congress that her agency
appreciates that the actions taken by the government of Thailand appear to be within
WTO rules, and that USTR was not directly involved in addressing this situation. On the
other hand, USTR placed Thailand under 2007 Special 301 “Priority Watch List”
surveillance, stating:

[IIn Thailand, in late 2006 and early 2007, there were further indications of
aweakening of respect for patents, asthe Thal Government announced
decisions to issue compulsory licenses for several patented pharmaceutical
products. While the United States acknowledges a country’ s ability to issue
such licenses in accordance with WTO rules, the lack of transparency and
due process exhibited in Thailand represents a serious concern. These
actions have compounded previously expressed concerns such asdelay in
the granting of patents and weak protection against unfair commercial use
for data generated to obtain marketing approval .2

87 See, e.g., Nicholas Zamiska, Abbott Escalates Thai Patent Rift, Firm Pulls Plans To Offer New Drugs In
Spat With Regime, WALL S1.J., March 14, 2007; Merck & Co., Inc. Statement on Brazilian Government's
Decision To Issue Compulsory License for STOCRIN™, May 4, 2007, available at <http://
http://www.merck.com/newsroom/press releases/corporate/2007_0504.html.

% See, e.g,, PhARMA Press Release, Protecting Patent Rights in Thailand, Dec. 1, 2006, and PhRMA Press
Release, PARMA Response to 2007 Special 301 Report, Apr. 30, 2007, available at http://phrma.org and;
U.S. Chamber of Commerce Press Statement, Brazil Takes Major Step Backward on Intellectual Property
Rights, Says U.S. Chamber, May 4, 2007.

8 USTR 2007 Specia 301 Report, available at

<http://www.ustr.gov/assets'Document_L ibrary/Reports Publications/2007/2007_Special_301_Review/ass
et_upload_file230_11122.pdf>.
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The authors of this report have thus far found little public evidence of negative European
governmental reaction to the issuance of government use licenses by Brazil or Thailand.

Thailand has received a statement of support from the head of UNAIDS, Dr. Peter Piot.*
The Director-Genera of the WHO, Dr. Margaret Chan, was reported to have sharply
criticized the Thai government for its actions (at a meeting in Thailand following
issuance of the licenses). Director General Chan shortly thereafter dispatched aletter
supporting the Thai government's right to issue the compulsory licenses, claiming that the
media had misrepresented her initial condemnation.”*

4. Preliminary Observations

The highly visible issuance by Brazil and Thailand of compulsory licenses on patented
medicines may represent aturning point in government willingness to exercise rights
under the TRIPS Agreement, as confirmed by the Doha Declaration. Prior to these
actions, developing country governments had been extremely reluctant to make use of
these TRIPS flexibilities, presumably out of concern over adverse reaction from major
trading partners, and possibly out of concern about evidencing an inhospitable
environment to foreign direct investment.

The ambivalent reaction of the U.S. government may signal at least a modest change in
the international environment. Part of this change may reflect the reality of substantially
wider public understanding of the rules of the TRIPS Agreement. 1n 1997, the United
States and European Union wrongfully condemned South Africafor public health
legislation alleged to be inconsistent with the TRIPS Agreement. At that time, there was
not awide public understanding of the rules of that agreement. It was comparatively easy
for governments and industry to misrepresent the rules without strong adverse public
reaction.

Today the situation is different. Mediaoutlets, such as the Wall Street Journal and
Financial Times can go only so far in misrepresenting international legal rules. At some
point, critical reaction from NGOs forces them to acknowledge that their position is
political, not legal. Moreover, Thailand has stated its intention to bring aclaim for WTO
dispute settlement if trade sanctions are wrongfully imposed. Thereis little doubt that
Thailand would win a dispute settlement claim based on the TRIPS-compliance of its
government use licensing.

If the actions by Brazil and Thailand are successfully maintained, this may improve the
climate for use of the Article 31bis Amendment. If it also stimulates all the
pharmaceutical stakeholdersto review their pricing strategies in the devel oping countries,
the end result could lead to awin-win approach for al sides, as further discussed below.

C. Multilateral Negotiations on a Substantive Patent Law Treaty (SPLT)

% Thai White Paper, Document 23.
9 Letter from WHO Director General Dr. Margaret Chan to Thailand Minister of Health, Mr. Mongol Na
Songklha, dated Feb. 7, 2007, id., at Document 13.
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As previously reported, Indiarecently undertook the arduous task of conforming its
patent law to the norms of the TRIPS Agreement, a process that has generated much
controversy and still uncertain results. Like al developing countries, India had to
reconcile the international minimum standards of intellectual property protection with its
own cultural and technical assets, with aview to minimizing the social costs and
maximizing the potential gainsin trade.”? Making this assessment with regard to the
needs of India's public health sector proved especialy daunting because of tensions
between the pro-competitive outlook of its robust generic pharmaceutical industry and
the more protectionist views of its growing research-based pharmaceutical sector.

This legidative exercise has produced a novel and ingenious mix of domestic and
international provisions, whose economic effects remain to be seen and whose legal
validity has already been challenged by major pharmaceutical companiesin the Novartis
case and questioned by the U.S. Trade Representative.®® Because Indiaremains the
largest alternative supplier of generic drugs to the world market at the present time, the
results of its legidative balancing act at home could affect the availability and
affordability of essential medicinesin all developing countries for a considerable period
of time.

Thelegal challengeto India s statute mounted by Novartisis emblematic of the political
difficulties facing developing countries in making use of TRIPS flexihilities, and is
strongly reminiscent of the unsuccessful effort by major originator pharmaceutical
companiesto derail South Africa's progressive Medicines and Related Substances
Control Amendment Act of 1997. The South Africa case riveted public attention because
it was wrongfully pursued under the TRIPS Agreement in the face of a mushrooming
HIV-AIDS pandemic, and it appeared to show a blatant disregard for the public health
consequences of pursuing enforcement of international trade and patent rules (without
legal justification).

Novartisis challenging Article 3(d) of the amended India Patents Act as being
inconsistent with Article 27.1 of the TRIPS Agreement.** What is particularly troubling
about this cause of action isthat India, following the British Commonwesalth
constitutional model, does not permit the direct effect of treaties (such asthe WTO and
TRIPS Agreements). This means that Novartis has no legal grounds under Indian law to
challenge the TRIPS-consistency of the Indian legislation. Novartis appears to have
acknowledged this point in the course of the litigation, but has sought to justify its action

9 See generally J.H. Reichman, From Free Riders to Fair Followers: Global Competition under the TRIPS
Agreement, 29 N.Y.U. J. INT'L L. & PoL. 11 (1997).

% See, e.g., JanisM. Mueller, Taking TRIPS to India—Novartis, Patent Law, and Access to Medicines, 356
NEW ENGLAND J. MEDICINE 541(Feb. 8, 2007); Janis M. Mueller, The Tiger Awakens: The Tumultuous
Transformation of India’s Patent System and the Rise of Indian Pharmaceutical Innovation, Aug. 16, 2006,
available at http://ssrn.com/abstract=923538 .

9 Amended Article 3(d) of that Act denies patentability for claims of modifications to previously known
pharmaceutical substances that do not demonstrate significant enhancement in “efficacy”. Inlayman’s
terms, under amended Article 3(d), to obtain a patent on amodification to an already known product, the
applicant must show that the change improves the treatment. Thisis hardly a startling proposition.
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as a convoluted exceptional case under the Indian Constitution, which argument is highly
unlikely to succeed. In effect, Novartisis attempting to stretch the rules of public
international law and Indian constitutional law for the purpose of limiting TRIPS
flexibilities, when WTO Members have already expressly encouraged the use of TRIPS
flexibilitiesin the Doha Declaration. This was, to be clear, the main object and purpose of
the Doha Declaration exercise at the WTO.

The highly publicized debate about domestic patent reform in Indiais emblematic of a
similar if quieter process that has been taking place in al developing countries (except for
the Least-Devel oped Countries) over the past few years. How al these countries
implement the TRIPS standards into their domestic laws will determine the balance
between private incentives to innovate and the public interest in free competition, with
enormous short and medium term implications for economic growth and development.
This process manifestly requires time, capacity building, and cumulative technical
expertise, aswell as a suitable business infrastructure, to succeed in the end.®

Y et, time and patience is exactly what the OECD countries are determined not to grant
the devel oping world in this respect. On the contrary, the OECD countries, grouped
within WIPO'’ s Standing Committee on the Law of Patents (SCP), have pressed the
developing countries to adhere to a draft Substantive Patent Law Treaty (SPLT).* This
proposed treaty represents an attempt “to pursue a ‘ deep harmonization’ of both the law
and practice” concerning not just the drafting, filing and examination of patent
applications, but aso cornerstone requirements of patentability, such as novelty, non-
obviousness, sufficiency of description, and drafting and interpretation of claims.”’
Notably, through the efforts of the so-called Group of Friends of Development,® this

% See, e.g., Maskus & Reichman, supra note 1.

% See Standing Committee on the Law of Patents, (SCP), Draft Substantive Patent Law Treaty (SPLT), 10"
Sess., May 10-14, 2004, WIPO doc. SCP/10/2, 30 Sept. 2003; Standing Committee on the Law of Patents,
(SCP), Information on Certain Recent Developmentsin Relation to the Draft Substantive Patent Law
Treaty (SPLT), 10" Sess,, May 10-14, 2004, WIPO doc. SCP/10/8, 17 March 2004; Standing Committee
on the Law of Patents, (SCP), Report, 10" Sess., May 10-14, 2004, WIPO doc. SCP/10/11, 1 June 2005.

9 Karen M. Hauda, The Role of the United States in World-Wide Protection of Industrial Property, in THE
FUTURE OF INTELLECTUAL PROPERTY IN THE GLOBAL MARKET OF THE INFORMATION SOCIETY 91, 97
(2003) (“This approach was adopted in an attempt to avoid the controversia hurdles to agreement that were
found inthe past.”). See also Philippe Baechtold, The Future Role of WIPO, in the Area of Industrial
Property, id. at 139, 142-43 (highlighting the need to cover other topics such as patentabl e subject matter,
the requirement of technical character of an invention, exceptions from patentability, novelty grace period
and issue of equivalents). All of these issues constitute “flexibilities” under the TRIPS Agreement, of
which compulsory licensing is but one very important component. See generally CARLOS CORREA, TRADE-
RELATED ASPECTS OF INTELLECTUAL PROPERTY RIGHTS: A COMMENTARY ON THE TRIPS AGREEMENT
(Oxford U. Press 2007).

% On October 4th, 2004, the General Assembly of the World Intellectual Property Organization agreed to
adopt a proposal presented by the Group of Friends of Development (namely: Argentina and Brazil), for the
establishment of a Development Agenda for WIPO, Doc. WO/GA/31/11. Since then, many other proposas
have been presented and discussed, see e.g., Provisional Committee on Proposals Related to a WIPO
Development Agenda, Proposal for a Decision of the PCDA on the Establishment of a WIPO Development
Agenda, PCDA/2/2 (June 22, 2006), available at http://www.stakehol derforum.org/22june2006.html. See
also James Boyle, A Manifesto on WIPO and the Future of Intellectual Property, 2004 DUKE L. & TECH.
REV. 9 (2004).
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initiative is also being tested against the drive for a more development-friendly agenda at
WIPO, with aview to ensuring consideration of the needs of all nations, whatever their
technological capacities may be.*

In awidely circulated and soon to be published article, Professors Reichman and
Dreyfuss demonstrate the likely adverse affects a further round of patent harmonization
would have on the developing countries.'® Theseinclude:

e FErosion of whatever flexibilities these countries still retain under the TRIPS
Agreement.

e Therisk that virtually every pro-competitive option still left open—from
exceptions to patentability, limitations on exclusive rights, and the possibility of
imposing compulsory licenses—would shrink or disappear.™

They conclude that what developing countries most need isa* period of calm and
stability in which to deviseintellectual property strategies consistent with both the TRIPS
Agreement and the needs of their own emerging national and regional systems of
innovation... They cannot succeed if, at the international level, a new round of
multilateral intellectual property negotiations threatens to raise the technological ladder
once again before they even get a solid foot hold on it.”*%

The authors of that new article also argue that a premature patent harmonization exercise
of thiskind could seriously harm the very developed countries that are pushing it forward
a WIPO. They contend that devel oped patent systems are under serious stress
everywhere owing particularly to the emergence of information technologies and
biotechnologies, among others, that do not fit within classical patent theory and practices.
They point out that there is no consensus on how the patent law should address these new
challenges, and that, at the very moment when USTR is seeking to “export a
dysfunctional system to the rest of the world,”*® the U.S. Supreme Court has radically
been reshaping that very system.’® The European Patent Office, which has increasingly
experimented with new approaches to new technologies that deviate from U.S. practice,
has recently issued its own cautionary views on the future of patent law.*®

% See generally papers presented at the World Intellectual Property Organization’s Open Forum on the
Draft Substantive Patent Law Treaty (SPLT), International Conference Center (ICC), Geneva, Switzerland,
March 1-3 2006 [hereinafter WIPO Open Forum], available at
http://www.wipo.int/meetings/en/2006/scp_of _ge 06/scp_of_ge 06_infl.html.

100 3erome H. Reichman & Rochelle Dreyfuss, Harmonization without Consensus: Critical Reflections on
Drafting a Substantive Patent Law Treaty, DUKE L. J. (forthcoming 2007).

10114, See also supra note 97 and accompanying text.

102 Reichman & Dreyfuss, supra note 100. See also Maskus & Reichman, supra note 1; Joseph Stiglitz,
The Economic Foundations of Intellectual Property, Frei Lecture, Duke University School of Law, Feb. 16,
2007, available at http://www.law.duke.edu/webcast/; Margaret Chon, Intellectual Property and the
Development Divide, 27 CARDOZO L. Rev. 2821 (2006).

103 Maskus & Reichman, supra note 1.

104 See, e.g., E-Bay v. MercExchange, 126 Sup. Ct. 1837 (2006); Merck v. Integra Lifeseciences, 125 S. Ct.
2372 (2005), and KSR v. Teleflex, 127 Sup. Ct. 1727 (2007).

105 EPO, THE FUTURE OF PATENT LAW (2007).
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While the authors of this report lack space to explore these mattersin depth, we endorse
the view that “any attempt to achieve deep harmonization of world patent law at the
present time, such as that contemplated by the SPLT, is premature.”'® What is needed,
instead, is aperiod of experimentation in which different countries at different levels of
devel opment seek to adapt the traditional patent system to their own needs, taking into
account the challenges of new technologies and of the emerging transnational system of
innovation as awhole that TRIPS brought into existence.’”” For this and other reasons,
the European Parliament should exercise oversight in these matters, with aview to
restraining the ability of a special interest lobby of knowledge goods distributorsto
ratchet up existing international patent standards at the expense of real innovators
everywhere.

D. The Problem of the Free Trade Agreements

The originator pharmaceutical industry based in OECD countries has not been satisfied
with the terms of the TRIPS Agreement negotiated in the GATT Uruguay Round. It has
also realized that increased protection for thisindustry is not arealistic negotiating
objective at the WTO, at least in present circumstances, and that further harmonization
under the SPLT at WIPO has encountered mounting opposition. As a"second best"
solution for obtaining enhanced protection, U.S. pharmaceutical originators (represented
by PhRMA) have intensively lobbied USTR and other parts of the U.S. government
(including Congress) to incorporate higher levels of industry protection in bilateral and
regional free-trade agreements (FTAS).'® The European Union originator pharmaceutical
companies are similarly lobbying the European Commission and EU institutions (and
member state governments), perhaps so far with somewhat less overall success.

1. Agreements of the United States

A modest level of enhanced protection (above that provided by the TRIPS Agreement)
was incorporated into NAFTA. However, the trend towards high protection commenced
in earnest with negotiation of an FTA with Jordan in 2001, and has progressed through a
series of FTAs with developing and developed countries, including Chile, Australia,
Singapore, Morocco, Central America (including Costa Rica, El Salvador, Guatemal a,
Honduras, Nicaragua and the Dominican Republic) (* CAFTA-DR”), Bahrain, Oman, and
in sign?(%, but not yet ratified, agreements with Panam@, Peru, Colombia and South
Korea

106 Reichman & Dreyfuss, supra note 100.

197 Maskus & Reichman, supra note 1.

1% For economic assessment, see Carsten Fink and Patrick Reichenmiller, Tightening TRIPS: The
Intellectual Property Provisions of Recent US Free Trade Agreements, World Bank Group, International
Trade Development, Trade Note 20, Feb. 7, 2005. See legal analysis and additional references in Abbott,
WTO Medicines Decision, supranote 6 at 349 et seq. and Frederick M. Abbott, Intellectual Property
Provisions of Bilateral and Regional Trade Agreements in Light of U.S. Federal Law, UNCTAD - ICTSD
Project on IPRs and Sustainable Development, Issue Paper No. 12, Feb. 2006.

109 Texts generally available at <http:www.ustr.gov>.
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Although the patent and pharmaceutical regulatory terms of the FTAs vary with the
different agreements, they follow a common template. The main objectives are to:

e Extend the scope of patent protection to cover new uses of known compounds,
and plants (and, on occasion) animals;

e Provide patent term extensions to offset regulatory delay;

o Limit the scope of permissible exceptions to patent rights;

e Provide fixed periods of marketing exclusivity for abroad class of previously
unapproved products, based on submission of regulatory data (especialy clinical
trial data), or reliance on foreign marketing approval or foreign submission of
regulatory data;

¢ Prohibit effective granting of marketing approval by the health regulatory
authority during the patent term without the consent or acquiescence of patent
holders (“linkage”);

e Authorize nonviolation nullification or impairment dispute settlement claims;

e Prohibit parallel importation (in some cases);

e Limit the grounds for granting compulsory licensing (in higher income countries).

The combined impact of these various restrictive provisionsis to significantly strengthen
the position of originator-patent holder pharmaceutical enterprises on national markets,
and thereby to impose substantial obstacles to the introduction of generic pharmaceutical
products.

One magjor concern with several of the foregoing restrictive measures is that they could
effectively preclude use of compulsory licensing because they contained no provision
expressly for exceptionsin such cases. All (or virtualy al) countries require amedicine
to be approved and registered by the public health authority before distribution on the
market. The provisions of the FTAs for patent linkage make no provision for registration
of generic products produced under compulsory licenses, while otherwise requiring the
consent of the patent holder for marketing approval. In response to objections from
NGOs and members of Congress, USTR appended "side letters' to the FTAsintended to
give the appearance of addressing this problem. But USTR refused to acknowledge that
these attachments resulted in any exception to the express terms of the agreements.*

While the European Union’s pharmaceutical originator enterprises are not direct
participantsin these FTA negotiations, they remain indirect beneficiaries of their terms
once concluded. This result follows from Article 4 of the TRIPS Agreement, which
requires the extension of most favored nation (MFN) treatment to all WTO Members,

110 5ee Abbott, WTO Medicines Decision, supra note 6, at 352-53, discussing USTR's position regarding
legal effect of public health side |etters.

11 Regional agreements entered into subsequent to entry into force of the TRIPS Agreement do not enjoy
an exclusion from the requirement of extending MFN (pursuant to Article 4(d) of the TRIPS
Agreement).For extended analysis of Article 4(d) of the TRIPS Agreement, see UNCTAD-ICTSD
RESOURCE BOOK ON TRIPS AND DEVELOPMENT, at 77-82 (Ch. 4, Part. 3.2). For discussion of question
whether FTA pharmaceutical-related provisions constitute a “benefit” to third countries, or in some
important circumstances atrade barrier, see Abbott, WTO Medicines Decision, supra note 6, at 357.
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After the Democratic Party gained control of the Congress beginning in 2007, certain
changes have been agreed upon between the Executive (represented by USTR) and
congressional leaders with respect to signed, but not yet ratified, FTAs (with developing
countries).”? These changes include limiting the grant of marketing exclusivity to a
period contemporaneous with that obtained in the United States; eliminating provision for
patent term extension based on approval delay; eliminating the express linkage between
patents and marketing approval; and incorporating express provision for use of
compulsory licensing notwithstanding existing marketing exclusivity.

The foregoing changes without doubt will represent an improvement over the current
situation. However, it must be noted that additional obligations have been proposed to
reduce the magnitude of the changes. Patents and marketing exclusivity areto be
expressly de-linked, but signatories will be obligated to provide transparent and
expeditious mechanisms for initiating patent infringement litigation. Direct patent term
extension will be eliminated, but obligations will be added to ensure expeditious
processing of applications for patents and marketing approva. While marketing
exclusivity obligations may be limited to periods contemporaneous with those running in
the United States, the basic requirement of marketing exclusivity remains a substantial
TRIPS-plus obligation, which in effect introduces another exclusive property right by the
back door.*®

2. Agreements of the European Union

The European Union has nominally adopted a policy of not pursuing pharmaceutical-
related TRIPS-plus commitments in its negotiations with devel oping countries, while
nonetheless "free riding" on the pharmaceuticals commitments obtained by the United
States. In this sense, further negotiations on this subject matter by the EU could be
superfluous (at least in so far asthe EU and United States are negotiating with the same
parties). However, it is not really the case that the EU foregoes additiona
pharmaceutical-related commitmentsin its bilateral and regional negotiations.***

First, inits proposed Economic Partnership Agreements (EPAS) with the African,
Caribbean and Pacific (ACP) countries, the EU is negotiating for adherence to or
acceptance of the obligations of the Patent Cooperation Treaty (PCT) and the Patent Law
Treaty (PLT). These procedural treaties facilitate obtaining patents in the countries that
are party to them. Given arecent trend of substantial increase in the number of
pharmaceutical patent filings in devel oping countries, an obligation to participate in the
PCT and PLT may have a significant impact on the number of patents on pharmaceutical

12 5ee, e.g., USTR, Bipartisan Agreement on Trade Policy: Intellectual Property, May 2007, Trade Facts,
available at <http://www.ustr.gov>.

1% See Jerome H. Reichman, The International Legal Status of Undisclosed Clinical Trial Data: From
Private to Public Goods?, in NEGOTIATING HEALTH—INTELLECTUAL PROPERTY AND ACCESSTO
MEDICINES (P. Roffe et al, eds. Earthscan 2006), 133-46.

14 And this isleaving aside the fact that the European Union has required countries joining the Union to
accept the full panoply of EU regulations respecting pharmaceuticals, which in some cases (e.g., Hungary)
has had a substantial impact on loca generic producers.
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products and processes granted in the ACP countries. At the very least, it affords
originators a 30 month priority period during which investors in generic products cannot
readily enter local markets even if no patent applications have been filed.*®

Second, and more important, the European Union is effectively seeking to burden the
ACP countries with the duty to implement the terms of its Intellectual Property
Enforcement Directive.*® As should be well known here, the Enforcement Directive
requires the EU member states to ensure that IPR holders have access to evidence
regarding the activities of aleged infringers. Member states must make available
provisional measures, including preliminary injunctionsto prevent ‘‘imminent
infringement,”’ and to make that remedy available without the appearance of the alleged
infringer, in particular when any delay would cause irreparable harm. The directive
specifies that member state judges must be authorized to remove from commerce and
destroy infringing goods, to issue permanent injunctions, and to assess damages, taking
into account *‘ all appropriate aspects,”’ including lost profits. The unsuccessful party
generally bears the legal costs of the proceeding. Judicial authorities may also order
dissemination of information concerning the decision at the expense of the infringer.

One enforcement provision of adraft EPA proposed by the Commission™’ requires that
competent judicial authorities, “ even before the commencement of proceedings on the
merits of the case”, on the basis of “reasonably available evidence to support [a patent
holder’s] claims” ... may “order prompt and effective provisional measures’ ... including
“the physical seizure of theinfringing goods, and, in appropriate cases, the materials and
implements used in the production and/or distribution of these goods’. Such a provision,
with avery low evidentiary standard and lacking atemporal limitation, may have a strong
chilling impact on producers of generic medicines who are threatened with seizure of
products and production equipment on the basis of “reasonably available evidence” in
advance of adetermination as to the validity of the evidence. The seizures could last for
an extended duration and cripple the business without any meaningful judicial process.

Article 4 of the EU Enforcement Directive, replicated in draft EPAS, provides that:

Member States shall recognise as persons entitled to seek application of the
measures, procedures and remedies referred to in this chapter: ... (d)
professional defence bodies which are regularly recognised as having aright
to represent holders of intellectual property rights, in so far as permitted by
and in accordance with the provisions of the applicable law.

By endeavoring to incorporate this Enforcement Directive obligation (among the panoply
of enforcement obligationsin the EPAS), the EU aimsto provide “friends of Pharma”

115 See Maximiliano Santa Cruz S., Intellectual Property Provisions in European Union Trade Agreements,
ICTSD Issue Paper No. 20 (2007).

18 Directive 2004/48/EC of the European Parliament and of the Council of 29 April 2004 on the
enforcement of intellectual property rights, OJ L 195/16, 2.6.2004.

17 The authors have received draft texts in confidence from negotiators and do not consider that further
identification of source is necessary or appropriate here.
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with an explicit right to initiate legal claims against generic producers seeking entry into
the national market. There are various other enforcement provisionsin the draft EPAs
strongly favoring the interests of patent holders, without correspondingly strong
protections for the generics sector. Y et, the European Parliament has recently adopted a
report on EPAS, which asked the Commission not to include I P provisions that could
adversaly affect access to essential medicines.

A developing country that entersinto an FTA with the United States and an EPA with the
EU aong the lines of those presently proposed will be constrained to provide avery
strong market dominant position for pharmaceutical originator companies, and thus to
create substantial obstacles to the introduction of generic products. The ameliorated U.S.
template discussed above will improve this situation somewhat, but the extent of the
improvements should not be exaggerated. Replacing express linkage with accelerated
patent infringement litigation may be a step in the right direction, but the new obligations
will pose significant problems for both devel oping country governments and generic
producers.

Imposing arequirement on adeveloping country party to an FTA to reform its
administrative and judicia processes to improve the prospects for patent infringement
causes of action may result in significantly strengthening the position of patent holders on
the market, depending on the precise terms and conditions of the implementing
legislation and rules. The United States government may play a substantial rolein
proposing and reviewing the rules —which is consistent with U.S. practice concerning
oversight of the implementation of FTA obligations. It will be very important for
developing countries parties to these FTAs to review carefully —where appropriate with
the assistance of development-friendly technical advisers—the proposals of the United
States (and the EU in the case of the EPAS). In light of the importance of the
implementation process, it is difficult to assess the “ softer” new U.S. FTA policy while
the details are not yet developed and public.

The authors believe that EPAs should refrain from imposing any new intellectual
property obligations on APC countries that could affect their public health programs.
Indeed, the European Parliament should encourage the EU expressly to endorse full
implementation in APC countries of the flexibilities in the TRIPS Agreement as
recognized in the Doha Declaration “to promote access to medicines for al.”

E. The World Health Organization’s Intergovernmental Working Group on Public
Health, Innovation and Intellectual Property (IGWG)

Under pressure from developing country governments and NGOs, the World Health
Organization (WHO) has initiated a process to assess the global situation concerning
public health, innovation and intellectual property, and to recommend an action plan
geared to its findings.*'® Meetings bearing on the Intergovernmental Working Group
(IGWG) aretaking place in Geneva, and the prospective impact of this ongoing work at
the WHO remains hard to predict. Nonetheless, the WHO was absent during the GATT

18 Documents available at http://www.who.int/phi/en/.

38



Uruguay Round negotiations, and over the past decade its leadership has played a modest
rolein global debates concerning intellectual property and access to medicines. That
these issues appear to have gained greater prominence in WHO discussions is a positive
development.

Brazil, Kenya, Thailand and other devel oping countries have urged the WHO to adopt an
action plan that would encourage research and devel opment on medicines important for
devel oping countries and that would improve access to medicines for amuch wider part
of the world's population. This plan should embrace not only "neglected" or "developing
country" diseases, but also diseases common to devel oping and developed countries, such
as cancer and coronary disease. ' These countries want to see concrete measures for
transfer of technology to improve the capacity of poor countriesto participate fully in the
development and production of medicines.

Recent discussions at IGWG have focused on proposals that re-examine the link between
pricing and the cost of R& D, with aview to devising workable new models. Thereis
also growing interest in forming patent pools to deal with poverty-related, tropical and
neglected diseases, with the participation of public-private partnerships, such as
UNITAID. The authors urge the European Parliament to monitor work at IGWG and to
lend their support to such proposals.

The European Union and the United States are each playing arather ambiguousrolein
these discussions. The EU makes references to limiting " TRIPS-plus” obligations on
developing countries, but it also aims to ensure that the WHO does not become a primary
forum for consideration of |P-related issues.'

The WHO might better be viewed as a primary institution for negotiating over patents
and other intellectual property rights because | PRs affect members’ ability to maintain
adequate supplies of medicines as a public good. The WHO isthe designated
international governance agency for public health. Nothing has so disrupted the National
Health Ministries' traditional rolesin this regard as the top-down, private law
codifications of intellectual property rights rammed through other international forums
with little inputs from them.

19 gee e.g.., Submissions of Brazil, Kenya, Thailand and others regarding /PHI/IGWG/1/5, available id.
120 5ee, e.g., Comments by the European Union, Consultations on “Elements of aglobal strategy and plan
of action (A/PHI/IGWG/1/5), 28/02/2007, available id. This document also states, inter dia
“The EU fed s that the action point ‘ Management of intellectual property’ (and to alesser
extent the action point ‘ Transfer of Technology’) runs roughly parallel with WTO and
WIPO's work within the Provisional Committee on Proposals related to a WIPO
Development Agenda (PCDA). ...
It isimportant that WIPO, WHO and WTO/TRIPS cooperate closely, and WHO’srolein
monitoring the impact of IPR on access to healthcare is recognized, in order to ensure that
these two ambitious initiatives do not run counterproductive to one another. In doing so we
ensure that innovative incentives for R& D are in accordance with international intellectual
property framework.” [italics added]
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Whilethe GATT and WTO were conceived to promote reduction of trade barriers and the
free flow of goods and services, patents create trade barriers, they are designed to inhibit
market entry. Whether the WTO, which nominally promotes "free trade", should be
developing and enforcing rules that restrict trade remains an open question, regardless of
one' s views about needed incentives to innovate under free market condition. Patents
impose significant public health costs, by fostering high medicines prices, even asthey
promote private sector efforts to discover new medicines. Are patents "more relevant” to
the WTO than to the WHO?

Thereis not agreater “inherent connection” between patents and trade than between
patents and public health. The WHO has an interest in patents at |east as great as that of
the WTO. The EU might accordingly devote more of its efforts at the WHO to
developing an I P environment that promotes public health, without unduly dampening
R& D incentives, and spend less time engaging in “damage control” with respect to rules
previously negotiated at the WTO and WIPO.

[1l.  Making the Amendment System Work

While the compromise accepted in the Decision of August 30 and the corresponding
Amendment is cumbersome, we have showed that it was the best available at the time
and better than aternatives then on the table. Without understating its formalistic nature
and built-in administrative roadblocks, there is reason to believe it can be made workable.
To this end, countries needing assi stance must muster the political will and skill to use
the system, and countries able to supply needed drugs must enact suitable legislation
without too many additional limiting wrinkles imposed by special interest lobbying, as
occurred in Canada.

In this connection, the Indian enabling legislation appears complete and unambiguously
supportive of the goals behind the Amendment.*** Moreover, the Secretary-General of
the Indian Pharmaceutical Allianceison record as expressing the willingness of his
constituency to respond to requests for assistance by other developing countries, and a
spokesman for the European generics industry has also expressed interest. Whether the
countries with the greatest capacity will in fact respond depends on anumber of
imponderables, including the size of the market, the procurement guarantees, and the
stability of local conditions at any given time. Nonetheless, given the legal infrastructure
and the known capacities and interest of the Indian and European generic companies,
prospects for fruitful collaboration seem reasonably promising.

In practice, converting this promise to reality could largely depend on the strategies of the
would-be user countries. In particular, aside from major autonomous markets in middle-
income countries, such as Thailand and Brazil, much could depend on whether the effort
to obtain any given drug isinitiated by single countries, each going its own way, or by a
number of countries willing and able to pool their single compulsory licensesin a

12 However, this conclusion could be affected by Indian implementing regulations if and when such are
adopted.
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consortium that could afford greater buying power and offer suppliers sounder incentives
toinvest in production.

In what follows, we outline a blueprint for effective implementation based on what the
evolving legal infrastructure makes possible. While real world obstacles abound, our
primary task hereis to emphasize what could be done with willpower, skill and resources.
The European Parliament and member governments could themselves play arolein
transforming possibilities into practice, given the political will to do so.

A. Goalsand Limits of Compulsory Licensing

Existing WTO jurisprudence suggests that when tensions arise between the Members
efforts to provide domestic public goods, such as public health, and the private rights of
patentees, Members should look to both the codified exceptions to those rights under
Article 30 and to the broad possibilities for imposing compulsory licenses under Article
31 and Amendment Article 31bis, before invoking still untested claims for waivers under
the hardship escape clauses of articles 7 and 8.

In the public sector, developing countries resort to compulsory licensing—either by threat
or actual imposition—in order to persuade pharmaceutical companiesto lower the prices
of specific medicines to the point where they become available to mass market
consumersin need of them and not just to affluent members of any given community.
Such licenses are a critical tool for promoting effective price negotiations with patent
holders and for enabling local production, importation and distribution of patented
medicines at affordable prices. In Thailand, for example, acompulsory license was
issued on Plavix, a heart medicine, in order to make it affordable for eighty percent of the
population that could not pay existing prices. The Thai authorities disavow an intention
to disturb the market segment in which twenty percent of the population purchases the
products at monopoly prices.

Where public health authorities directly undertake the provision of medicines to meet
important public health needs, including the HIV/AIDS pandemic, the obligation to
match the costs of distribution with available public resources also exerts pressure to
issue compulsory licenses. For example, the license recently issued in Brazil for
Efirvirenz was premised on the need to obtain the lowest cost generic available
anywhere, which was significantly less than the reduced price offered by the patenteein
negotiations.

One should note that, between unregulated monopoly pricing, on one hand, and
compulsory licensing on the other, there exists intermediate regimes based on price
regulation, which are widely practiced in OECD countries. Anilluminating exampleis
the case of Canada, which moved from aregime of routine compulsory licensing of
patented pharmaceuticals to a regime of price controlsin 1992.2% These price controls
help Canada keep the costs of its socialized medicine program under control. On the

122 5ee Reichman with Hasenzahl, Non-Voluntary Licensing of Patented Inventions: The Canadian
Experience, (ICTSD/UNCTAD 2003).
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whole, devel oping countries have not widdly experimented with price controls on
essential medicines, which controls might then affect the extent to which compulsory
licensing is employed.’®

When, instead, devel oping-country governments resort to compulsory licensing (or
threats thereof), they typically seek to move the pharmaceutical companies away from a
marketing strategy based on “low-volume, high margin returns’ to astrategy based on
“high-volume, low margin returns,” which is more characteristic of the generic industries.
Given that generic industries operating under the latter strategy are profitable, one may
ask why the big pharmaceutical companies do not voluntarily adopt similar pricing
strategies on avoluntary basis in devel oping countries, given that they typically expect to
recoup R& D costs plus the bulk of their profitsin OECD markets.

There are different theories to account for thisresistance. Oneisthat because a patent
monopoly gives control over prices, the lack of competition simply dulls any incentive to
price-differentiate. A second theory isthat the pharmaceutical companiesfear a
“reference pricing backlash,” which would occur if low pricesin developing countries
were used as benchmarks by price regulatorsin developed countries.®* A third theory is
that selling needed medicinesto the affluent at very high pricesin developing countriesis
objectively more profitabl e than mass-marketing at low prices that amost all could
afford. A fourth theory isthat pharmaceutical companies are concerned that parallel
imported favorably-priced medicines would compete with higher priced offerings.** A
fifth theory isthat all the above four theories play some part in resistance to price
discrimination.

Whatever the truth may be, we emphasize that the overall goal in evaluating the pending
Amendment to the TRIPS Agreement is the extent to which it can help developing
countries shift the patentees’ strategy to a*“high volume—low margin” approach. The
more that the system as a whol e encourages pharmaceutical companies to adopt such a
strategy voluntarily without government intervention, the lessfriction it will generate and
the more successful it will be.

Here, however, acautionary noteisin order. The foregoing propositions rest on the
premise that originator pharmaceutical companies typically recoup their R& D costs plus
reasonable profitsin OECD markets.™®® So long as this premise holds, expertsin the field
maintain that developing country governments that paid these companies their marginal

123 K evin Outterson, Patent Buy-Outs for Global Disease Innovations for Low- and Middle-Income
Countries, 32 AMERICAN J. LAW & MEDICINE 159, 161 (2006).

124 See, e.g., PatriciaM. Danzon & Adrian Towse, Theory and Implementation of Differential Pricing for
Pharmaceuticals, in INTERNATIONAL PUBLIC GOODS AND TRANSFER OF TECHNOLOGY UNDER A
GLOBALIZED INTELLECTUAL PROPERTY REGIME (K.E. Maskus & J.H. Reichman, eds., Cambridge U. Press,
2005), 425-56.

125 gep, e.g. Harvey E. Bae Jr., The Conflicts Between Parallel Trade and Product Access and Innovation:
The Case of Pharmaceuticals, 1 J. INT'L ECON. L. 637 (1998).

126 The authors of this report do not imply that originator practicesin areas such as marketing and executive
compensation are presently appropriate and reasonable, but rather they indicate a premise for discussion.
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costs of production plus afive per cent royalty would normally be providing generous
compensation under either a price regulation scheme or a compulsory license.™’

If, instead, pharmaceutical companies either in OECD countries or el sewhere responded
to the TRIPS patent incentives by investing in R& D that pertained to poverty-related,
tropical and neglected diseases of primary concern to developing countries, then resort to
compulsory licensing would require adifferent calculus. These companies would
necessarily have to seek returns on investment in the affected countries, and ex post resort
to compulsory licensing could skew the ex ante investment calculus that led to medical
discoveriesin the first place.®

In such cases, much obviously depends on the extent to which government funding itself
played arole in the R& D efforts and on the pricing strategies voluntarily adopted by the
patent holder, whose interests may naturally liein a*high-volume, low-margin” approach
on therelevant markets. We shall return to these considerations later on. Neverthel ess,
we emphasize that care must be taken to focus on the facts of individual cases with a
view to achieving win-win situations for all stakeholders over time, when possible.

B.  TheHigh Transaction Costs of Single State Action™®®

Haphazard action by single states seeking to impose compulsory licenses on patented
pharmaceuticalsis limited by economic, legal and technical factors. While middle-
income markets, such as those of Thailand and Brazil, are large enough to warrant
investments in the production of generic drugs by potentia suppliers, the same cannot be
said of most other markets in the developing countries. Taken one by one, in other
words, there are serious problems arising from alack of economies of scale and scope.

Moreover, uncoordinated legal action by single states seeking compulsory licensesis
reinforced by aterritorial notion of international patent law and by the independence of
patents doctrine.™*® These principles support the kind of market segmentation in which
each new supply problem entails a new cat-and-mouse game between patentees and the
local governments. In this game, the patentees are the repeat performers, and their
powers are augmented by the limited sources of supply—especially of key active
ingredients—within the control of big pharmaceutical companies based in developed
countries. Asaresult, these companies often influence the choice of rules under which
specific legal contests will occur and the pace at which ultimate decisions will be made.

127 gee e.g, Letter from Al Engleberg (on file with the authors).

128 gee e.g., Allan O Sykes, The TRIPS Agreement, Pharmaceuticals, Developing countries, and the Doha
““Solution,” Univ. of Chicago, John M. Olin Law & Economics Working Paper No. 140 (2d series) (2003).
129 This and the followi ng sections are drawn from Jerome H. Reichman, Procuring Essential Medicines
Under the Amended TRIPS Provisions: The Prospects for Regional Pharmaceutical Supply Centers, Paper
prepared for the Seminar on Intellectua Property Arrangements: Implications for Developing Country
Productive Capabilitiesin the Supply of Essential Medicines, United Nations Conference on Trade and
Development (UNCTAD), Palais des Nations, Geneva, Switzerland, 18-20 October 2006.

1% paris Convention for the Protection of Industrial Property (1886), as revised 1967), arts. 2(1), 4bis(2).
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Strategies premised on national action alone could thus entail high transaction costs in
overcoming an array of technical legal obstacles, and they could require levels of
organizational and administrative skills and drive that are often lacking in smaller
developing countries. Given a predictable lack of coordination among developing
country governments, moreover, action by single states on a case-by-case approach will
remain vulnerable to strong legal and economic pressures by rights holders, in the form
of defensive actions to choke off critical sources of supply. Even when single battles
are won with regard to a specific medicine needed in any given country, the whole
process must then be wound up and started over again for the next drug in the next
country, with all the legal, economic, and political costs to be repeated.

At the end of the day, this patchwork quilt of territorial measures and countermeasures
adds to the transaction costs of all the stakeholders without appreciably stabilizing the
chain of supply or ensuring access to essential medicines for citizensin poor countries as
awhole. Above dl, this strategy does little to increase local capacity to produce essential
medicines or to reduce the dependence of poor countries on distant foreign suppliers
whose research agendas are overwhelmingly geared to market opportunitiesin developed
countries.

C. The Potentia Benefits of Pooled Procurement Strategies

Asone of the authors of this report explained in arecent paper presented to an UNCTAD
seminar on stimulating local production of essential medicines, a more promising strategy
isto think in regional or sub-regional terms, with aview to standardizing procedures, to
lowering the transaction costs of all participating countries, and to stabilizing the
availability of medical suppliesthat all the participating countries are likely to need. On
this approach, a group of developing countries interested in price regulation of
pharmaceuticals could harmonize and coordinate their policiesin thisregard. With or
without price regulation, a pooled procurement strategy would provide incentives to the
originator pharmaceutical companies themselves to become “low bidders’ under supply
contracts offered by a centralized procurement authority.

Companies that cooperated with such an authority could preserve market share and
benefit from economies of scale and scope. If this cooperation was lacking, however, a
centralized procurement authority could offer attractive investment opportunities to
prospective generic suppliers who could gear production to the larger market that
cumulative or pooled compulsory licenses made available.

A pooled procurement strategy would also greatly enhance the procurement agency’s
opportunities to stimulate direct investment in local production facilities within the region
and to obtain support for training and research to enhance that region’s own capabilities.
Technical assistance of thiskind could become particul arly effectiveif developed country
governments subscribed to a proposal to “buy out” the rights to supply developing
country markets from the pharmaceutical companies themselves,**! pursued the
establishment of essential medicines patent pools that would offer low (or no) cost

131 See K. Outterson, supra note 123, at 171-73.



production licenses,** or otherwise persuaded patent holders to permit the use of their
technologies on preferential termsin developing country markets, ™

Idedlly, a pooled procurement strategy, operating under the facilitations of Amendment
Article 31bis, would offer the greatest benefits to alarge number of cooperating
countries, half of which were Least-Developed Countries. This modd is particularly
suited to conditionsin Africa. As explained below, moreover, tangible benefits could
nonethel ess arise from much smaller arrangements between two or three countries, and
even when none of the participating countries were LDCs.

1. A Large Regional Model With Many LDCs

Consider the possibilities that would arise if twelve African countries formed aloose
trade association to qualify under Article 31bis(3), in which at least six of the
participating countries were LDCs. Assume further that these countries established a
Regiona Pharmaceutical Supply Center (RPSC), which could organize the procurement
of pharmaceuticals needed to fulfill the demand created by the emission of as many as
twelve pooled compul sory licenses by al the participating states.

The RPSC would proceed to tender offers seeking to fulfill these needs as agents of the
governments emitting the compulsory licenses. In executing its mandate, the regional
authority may first seek to meet its needs through voluntary purchases of genuine goods
from authorized distributors operating within the region, on the condition that such
providers made their products available at acceptable, negotiated prices, notwithstanding
any patents they possessed. The regional entity, acting on behalf of its buyer
governments, could thus conduct price negotiations, with aview to inducing rights
holders to become low bidders on the project.

If such a deal were concluded, the rights holders would themselves supply the entire
regiona market under the auspices of the RPSC at the agreed prices, which would apply
market-wide or in negotiated tiers. Idedlly, such a settlement could envision licensing,
technical assistance, and the provision of key active ingredientsto alocal partner, which
could obviate the need for imports from beyond the region.

In these negotiations, the patentees know that if no agreement were reached, a supply of
generics might otherwise be commissioned from low-cost suppliers elsewhere, say, in
India, China, or Brazil. The foreign patentee also understands that in dealing positively
with the RPSC, it stands to enhance its trademark and to preserve market share in the
entire region against future competitors, while still selling at a price sufficiently above
marginal costs of production to justify the effort.”*

132 See, e.g,, various proposals by James Love, including Proposal for Patent Pool for Essential Medicines
(PPEM), Addis Ababa— 3 March 2005, available at http://www.cptech.org/cm/addi sababa03032005.html.
138 The concept of territorial segmentation of patent rights was strongly advocated by Prof. Jean Lanjouw in
various papers, and has since found its way into practical application by institutions such as the Drugs for
Neglected Diseases initiative (DNDi) in licensing arrangements with originator enterprises.

13 While Pharma enterprises could, in principle, threaten to walk away, as they havein the past, some
recent statements by a spokesman for the industry have suggested a more cooperative attitude, with
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Alternatively, the Directors of the RSPC (who could be proxies for the respective health
ministries) may offer the foreign originator the possibility of selling the patented products
at better than rock bottom pricesif it established local production facilitiesin the region.
Here the carrot is that the foreign producer who establishes a manufacturing foothold in
the territory isrewarded by a more favorable remuneration package and by the prospects
of supplying the entire regional market.**® If the foreign patentee opts to locate in the
region, either directly, or through alocal partner, the RSPC obtains areliable, quality
local producer, with the possibility of transfers of technology and know-how over time
and of long-term collaboration with the RSPC, which should be of reciprocal interest to
all concerned.

However, the sticks under this scenario are that if the foreign patentee declines the
invitation either to sell at low prices or to produce locally, despite appropriate incentives,
the RSPC can either purchase the needed products abroad, under the compul sory
licensing system of article 31bis, or attempt to entice foreign generic producersin India,
China, Brazil and elsewhere, to establish local production facilitiesin the regiona
territory under article 31bis(3). Here the preferred solution would be to locate such a
production facility in adesignated LDC territory that need not protect pharmaceuticals
until 2016, if technical and logistic barriers can be overcome.*®

A local producer in such aterritory, once it has established quality controls and sufficient
manufacturing capacity, could become aformidable supplier of low-cost genericsto a
large area even without resort to compulsory licenses. In other words, local producers
working closely with RSPCs could create in Africa something akin to the highly
successful generic production base that was previously developed in India, prior to the
TRIPS Agreement of 1994. Given these prospects, moreover, Pharma firms may be more
likely to decide that the preservation of future market shares, among other considerations,
was a sufficient reason to cooperate with the RSPC and not default a substantial
continental market to smaller generic competitors.

2. A Smaller Model with or without LDCs

assurances that the companies would not walk away from these markets. See I.P. Watch (2006). This
attitude may reflect a more reaistic assessment of the potential future value of the African market and of
the growing capacity of othersto enter it.

135 Cf. James Love, Four Practical Measures to Enhance Access to Medical Technologies, in NEGOTIATING
HEALTH, supra note 113, at 241, 246-47.

1% \WTO Ministers agreed in paragraph 7 of the Doha Declaration that L east Developed Members should
not be obligated to implement or apply TRIPS provisions for pharmaceutical product patents or data
protection until January 1, 2016. Just as important, they agreed that Least Developed Members aready
allowing for such protection did not need to “enforce” such rules until that later date. The TRIPS Council
adopted a decision confirming this flexibility. Decision of the Council for TRIPS of June 27, 2002. The
WTO General Council added awaiver of |least developed members' obligations regarding so-called
exclusive marketing rights that might otherwise have been used as a substitute for patent protection to
block production, import, and sale of medicines. WTO General Council, WT/L/478, 12 July 2002 Least-
Developed Country Members — Obligations Under Article 70.9 of the TRIPS Agreement with Respect to
Pharmaceutical Products, Decision of 8 July 2002.
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While a pooled procurement strategy operating under alarge regional model like that just
described yields the maximum bargaining clout, much smaller variations on this theme
will still give economies of scale and scope that should prove attractive to foreign
suppliers and investors. For example, even athree-country model in Africa, where two
of the participants were LDCs, could produce considerable bargaining power through
pooled compulsory licenses. Under either the large or the small model, drugs shipped
into or produced in any one of the participants could be re-exported to all the other
participants without additional external compulsory licenses, given the facilitations
afforded by pending Article 31bis to certain regional trade agreements.

If, instead, one looks to aregion, such as Latin America, where there are many poor
countries but few LDCs, a pooled procurement strategy still makes sense. Three small
countries bargaining with either the patentees or potential generic suppliers under the
double compulsory licensing system of Article 31bis could still muster alot more
bargaining power than any of the countries proceeding separately. On this scenario,
however, there would exist technical obstacles to re-exporting the products from one
participant to another, so shipments and other procedures would have to be coordinated.

3. Fulfilling Technology Transfer Obligations under Article 66.2

If the European Union supported the initiatives outlined above, it could provide grants,
subsidies and tax concessions to pharmaceutical companies that cooperated with
Regional Pharmaceutical Supply Centers. In so doing, the European Union would be
fulfilling its duty to help establish a viable technological basein LDCs under Article 66.2
of the TRIPS Agreement. Of particular interest here is the possibility that the patentees
own governments might become willing to make patented technology available through
buy-out, patent pool or arrangements for geographically segmented licensing.*’

It should also be noted that the German Development Agency, in cooperation with
UNCTAD, UNIDO and DFID, has focused considerable efforts and funds to promote
local production in LDCs during the lengthened transitional period that was recently
established. The European Parliament should encourage al Member States to support
thisinitiative and should instruct the Commission to devise a plan for so doing.

4. Technical Cooperation Between Developing Countries

The architecture of Article 31bis presupposes that poor countries lacking capacity to
manufacture needed medicines under compulsory licenses would seek assistance from
developed countries, or at least from large, middle-income devel oping countries, such as
India, Chinaand Brazil. Inredlity if effortsto expand local production capabilities
succeeded, the number of potential assisting suppliers for any given product could
multiply.

Any developing country with the capacity to produce a drug needed by another
developing country could come to the assistance of the latter country under the double

137 See text supra accompanying notes 131-33.
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compulsory licensing system to be established by Article 31bis. Over time, this network
of mutual assistance could grow into aformidable self-help production system, which
could exert pressure on patentees everywhere to price discriminate on a“high volume-
low margin” basisin developing countries generally.

D. The Overriding Importance of Stimulating Loca Production

Disregarding the double compulsory licensing scheme envisioned by Article 31bis, the
Ministerial action initiated in 2001 created unique opportunities for establishing local
production of pharmaceuticals in Least-Developed Countries by exempting them from
any duty to patent (or enforce patents on) medicines until 2016. Asthe German
Development Agency has clearly recognized, thistemporal window of opportunity makes
it possible to recreate, on the territory of willing LDCs, the kind of generic
pharmaceutical production base that was fostered in India, over a much longer period of
time. Given the flexibilities sanctioned by TRIPS, Doha and the post-Doha regimes,
moreover, the emergence of growing capacitiesin these countries (and in other
cooperating devel oping countries) could be pooled and focused on spreading supplies of
generic substitutes throughout the devel oping world at affordable prices.

Of course, doubters will argue that LDCs in Africa or elsewhere lack comparative
advantagesin this area, and would likely require substantial external assistance, whichis
correct. But this view overlooks the need for a certain level of autonomy in maintaining
the supply of public health as a public good that all governments must address. The
negative view also ignores the potential comparative advantages that LDCsin Africa and
elsewhere might eventually derive from stores of biogenetic diversity and traditional
knowledge, once a viable technological base was established. If the European Parliament
could help to enlarge the German initiative to the point where promoting local production
in LDCs became a Community-wide commitment, the prospects for changing the facts on
the ground during the LDC window of opportunity (at least until 2016) are endless.

In this connection, we stress that potential generic manufacturers locating in the LDCs do
not need any compulsory licenses at al to operate until 2016. Moreover, through buy-
outs, patent pools or similar arrangements, willing governments —or the Commission—
could reimburse originator pharmaceutical companies for lost R& D recoveries that
resulted from establishing production in poor countries and from assisting other such
countries to obtain the relevant medicines. Precisely because pharmaceutical companies
currently do not look to these markets for recuperating research expenditures on global
diseases, costs of buy outs or pooling arrangements would be low and risks are
minimized."*®

Under these types of proposals, the technology procurers —who could be governments
(such as the EU), intergovernmental organizations (such as WHO, UNDP, or the Global
Fund), or private foundations—could acquire and make available patent rights for

1% See K. Outterson, supra note 123, at 171, noting that under a buyout proposal “the present IP system is
retained for more than 80% of the global patent-based cash flow of the pharmaceutical companies.”
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specific medicines for particular geographic markets.*** A patent owner could be

compensated under atransfer of rights (including pooling) formula, “which mimics the
lost R& D cost recovery from the foregone sales.” **°

R&D cost recovery from developing countriesis so low under current projections that
buy outs and essential medicines patent pooling arrangements would be extremely cheap
compared to other methods of assistance. Once atransfer of rights occurs, and the
license isissued, competition should “drive the unit price down towards the actual
marginal cost of production.”*** Lower prices should discourage the production of
counterfeit pharmaceuticals, limiting the incentive to counterfeit drugs in the low- and
middle-income countries.'*

E. Obstaclesto Obtaining Key Active Ingredients (APIS)

Much also depends on the ability of potential suppliersto obtain key active ingredients.
The production of these ingredientsisincreasingly outsourced to firmsin certain
developing countries, but subject to patent rights and other pressures that effectively
reduce their availability to would-be user countries.

This need for APIs, aproblem in the best of situations, becomes more acuteif originator
enterprises retaliate against the issuance of compulsory licenses by refusing to register
new drugs for market approval. In principle, thisform of retaliation leaves affected
countries free to obtain the products anywhere or to reverse-engineer them under
compulsory licenses (possibly as aremedy for patent abuse) for local production. In
practice, the task of reverse-engineering could be difficult and costly, entailing major
funding to defray the medicinal chemistry involved. Skills might have to be provided by
either existing generic suppliers (in India, Brazil, and China) or by a network of
universities willing to work in this area. Indeed, Pharma companies may calcul ate that the
costs of reverse-engineering would persuade governments to accept their higher price
offers rather than assume these risks.

The potential difficulties and costs of reverse-engineering needed components of new
drugs are increased by possible legal restrictions on research exemptions under the laws
where that analysis occurs. Here much depends on the exceptions to the patent holder’s
exclusive rights that may apply in the country where reverse-engineering takes place. Of
course, any analysis of thiskind conducted in LDCs should be free of patent protection, if
the LDC has avoided enacting relevant patent laws under the extension or has moved to
disapply its patent laws for medicines under the new dispensation. However, the
available skills in these countries would be very weak, unless they were bolstered by

1% |d. The purchasers would then offer “an open, nonexclusive, no royalty license to any legitimate generic

manufacturer, but only for sale in the target markets.” OECD countries would continue to practice normal
patent-based pricing.

140 |

1 d. at 173.
142 |d.
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transplants from foreign universities and research institutes, or by transplanted generic
industries, e.g., Indian generic producers in Bangladesh.

Technical assistance could come from a network of willing universities and research
ingtitutes in developed countries, especially if sufficient funds were made available for
this purpose. However, the pharmaceutical companies would likely exert pressure on any
universities that cooperated in such a venture.

F. Countervailing Pressures by Industry and Governments

Much depends on the attitude of OECD governments, including that of the European
Union. If they support Pharma enterprises and put pressure on developing countries and
Least-Developed Countries, their threats and other measures can divide loca
governments internaly (e.g., Trade Ministry versus Health Ministry) and retard or
suffocate efforts to use the TRIPS/Doha flexibilities and the Amendment to the full.

It isworth noting that countermeasures by some governments may cross the line of
legality under international law. For example, the United States has put both Thailand
and Brazil onits priority watch list under Section 301 of the Trade Act, and the
Administration has alegedly withdrawn GSP privileges on certain Thai exportsin
retaliation for the three compulsory licenses that government has recently issued.

This approach may conflict with the duties of WTO members to avoid taking unilateral
acts concerning impediments to their expected benefits under the WTO Agreement, as set
out in Article 23.1 of the Dispute Settlement Understanding.*** Query whether recent
actions against both Brazil and Thailand are consistent with these undertakings, not to
mention with the Doha Declaration on TRIPS and Public Health.

G. New Patent Incentives and Old Market Failures

In arecent article, Maskus and Reichman suggested that the TRIPS Agreement had given
riseto “an incipient transnational system of innovation.”*** As developing countries
begin to harness some of the potential benefits that system provides, while struggling to
contain its social costs, their entrepreneurs may respond positively to the incentive effects
that areatively harmonized, worldwide patent system affords.

1. Stimulating Private R& D Investment in Poverty-Related, Tropical and Neglected
Diseases

In the pharmaceutical sector, developing countries having significant generic production
capacitiesin place, dong with a basic infrastructure geared to innovation, may witness a
shift to more research-based investments in the future, in place of reverse-engineered
substitutes for existing drugs. Some evidence suggests that Indiais moving in this

143 See United States — Sections 301-310 of the Trade Act of 1974, Report of the Panel, WT/DS152/R, 22
Dec. 1999.
14 Maskus & Reichman, supra note 1.
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direction. Whether research-based investments in these countries would be directed to
poverty-related, tropical and neglected diseases, as one would hope, or to health problems
that affect lucrative markets in OECD countries, remains to be seen.

Should private sector investments actually lead to the discovery of new drugs aimed
specifically at poverty-related, tropical and neglected diseases, the patent system would
have achieved one of its goals, and the market failure currently experienced with regard
to public health needs of the South might shrink. If this hypothesis materialized over
time, which is certainly a possibility, developing country governments might have to
adjust their public health policies and strategies with a view to encouraging rather
dampening such initiatives.

Unlike the situation today, where the mgjor pharmaceutical companies expect to recoup
their investments in the OECD countries and developing country markets are relatively
incidental to this goal, the hypothetical company that discovers a cure for neglected
diseases in the future would have to recoup its costs and make a profit in the poorer
markets where the disease was widespread. On this scenario, the need to encourage
socially beneficia private investment must be reconciled with short and long-term public
health needs, and a certain caution with respect to compulsory licensing might bein
order, lest the incentive to invest be curtailed.

Much would depend on the marketing strategy of the patentee who discovered the cure
for aneglected disease. Precisely because it is dealing with diseases of the poor, the
company may voluntarily adopt a marketing strategy based on a high volume of sales and
low marginal returns, in order to distribute the drug across the widest possible base of
potential patients.**® In that event, intellectual property rightsin combination with
socially desirable marketing strategies would have solved the problem, without
government intervention. To the extent some government intervention might still be
needed, price controls afford an intermediate option that has proved workable in many
OECD countries.

If, instead, a developing country firm that discovers a cure for awidespread Southern
disease engagesin the “low volume, high marginal returns’ marketing strategy that big
pharmaceutical companies tend to pursue today, it would invite government scrutiny and
the possible threat of compulsory licensing along the lines discussed above. In practice,
however, one would hope that private-sector pharmaceutical companies dedicated to
discovering cures for poverty-related, tropical and neglected diseases would find it in
their self interest—both socially and economically—to pursue a strategy based on high
volume and low margins. In that event, their financial success, if it materialized, might
help persuade the big pharmaceutical companiesto adopt similar strategies when
marketing their products to poor countries, in which case many of the current problems
would be solved.

2. Changing the Marketing Model

145 See, e.g., the approach of DND.
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From the foregoing analysis, it should be clear that the overall objective of the
flexibilities envisioned in Amendment article 31bis is not to drive the originator
companies out of these markets, nor isit to reduce the incentive effects that stronger
patent protection may have on stimulating R& D outside the OECD countries. What,
instead, the use of TRIPS flexibilities needs to achieve is to persuade Pharmato change
its marketing strategy in poor countries from alow volume-high margin approach to a
high volume-low margin approach.

Given the size of these potential markets, there is no reason why the originator companies
could not make profits on this strategy in the same way that Indian generics have done,
all the more so if the bulk of R&D isfunded by and recouped in OECD markets.

In along-term perspective, moreover, more thought must be given to lessening the
private sector’ s burdens with respect to clinical trial costs, and to the potential advantages
likely to accrue from treating these costs instead as a global public good, whose benefits
would also be shared by scientists and researchers worldwide.*® While we lack the
space to elaborate on this proposal here, it is clear that many of the inequities, hardships,
and bureaucratic obstacles being imposed on devel oping countries in order to defray the
growing financial burden that clinical trials places on the shoulders of the private sector
could be relieved by amore rational reform based on the recognition that governments
are in the best position to provide and regulate essential public goods.

3. The Continuing Role of Public-Private Partnerships

As matters stand, however, we remain along way from seeing private sector remedies for
diseases afflicting poor countries. The existing situation is, instead, characterized by a
pronounced market failure, in which less than ten per cent of all pharmaceutical R&D is
directed toward infectious diseases making up ninety percent of the global disease
burden, and primarily affecting developing countries.

Given this market failure, the best immediate hope in this regard is the growing success
of the Public-Private Partnerships that have been formed to address these diseases. As
recently reported, there are now over 60 ongoing research projects sponsored by PPPs,
and six or seven new drug registrations are expected in the next five years.*’ However,
in many cases private foundations provide the bulk of PPP funding, and contributions
from g%ernments (including the EU and its member states) remain lower than might be
hoped.

146 See generally Tracy R. Lewis, Jerome H. Reichman, & Anthony D. So, The Case for Public Funding
and Public Oversight of Clinical Trials, ECONOMISTS' VOICE, www.bepress.com/ev (January 2007)

147 See London School of Economics & Wellcome Trust, The New Landscape of Neglected Disease Drug
Development (8 September 2005).

148 gee, e.g, Nicoletta Dentico, DNDi’s antimalarial: a new public good for neglected patients, presented at
Public Hedlth, Innovation and Intellectua Property Rights: EU Input to the Global Debate, organized by
the European Commission Health and Consumer Protection Directorate-General, Apr. 2, 2007. Thisis not
intended to discount the importance of contributions made so far to DNDi by, inter alia, the British and
Dutch governments.
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Here patents may constitute a barrier to entry unless they are pooled for these purposes,
which should be encouraged. Similarly, universitiesin OECD countries should be
encouraged to ensure that government-funded research results are made avail able to poor
countries under humanitarian licenses. Above all, funds are needed from the European
Union sufficient to ensure that Public-Private Partnership sponsored research continues at
aproper pace.

4. Strengthening the Globa Scientific Foundation

The existing market failures make it especialy important for the public sector to fund
research on relevant diseases and, to this end, governments should seek to strengthen the
scientific and technica foundations in the affected countries. Here, funds are needed to
support local research capacities, especialy at universities, and to promote long-term
benefits of cooperation with universitiesin EU countries, that could strengthen the
scientific and technical basein participating poor countries over time. Institutions such
as UNESCO, Third World Academies, and the U.S. National Academies could assist in
this regard, with funds from the European Union.

Thinking boldly, one might establish awell-funded, peer-reviewed grant making body,
modeled on the National Institutes of Health (NIH) in the U.S., which would support
medical research in and for developing country diseases. This approach might appea to
young scientists in developing countries and provide them with opportunities and outlets
for innovative proposals that do not otherwise exist at the present time.

V. Conclusions and Recommendations
A. Action on the Protocol of Amendment

The European Parliament must decide whether to ratify the pending Amendment, reject
it, or postpone action with aview to seeking further improvementsin itslegal machinery.
In theory, postponing action on Amendment Article 31bis would afford an opportunity to
obtain more streamlined procedures, free of the cumbersome requirements discussed
earlier. On thisview, arenegotiated solution could not be worse than the pending
Amendment, so thereislittleto losein trying.

No one can predict future events with certainty, and we assess the prospects for
renegotiation hesitantly. Nonetheless, being charged with considering recommendations,
we respectfully express our skepticism about the necessarily benign scenario suggested
above. The political uproar triggered by the recent spate of compulsory licensing,
coupled with the overwhelming pressures exerted on behalf of higher intellectua

property standards at the multilateral, bilateral and regional levels by USTR and now the
EC itself, cause us concern that the odds against a successful renegotiation are high.
While the most likely result may be an impasse, there is also the prospect of a normative
solution that embodies further restrictions like those narrowly avoided in the past (such as
scope of diseases and eligible importing country limitations) and that would be noticeably
worse than the procedures embodied in Article 31bis. Given that we believe Article
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31bis can be made functional through a combination of political will, good lawyering,
financial support for appropriate implementation efforts and collective action, including
at the regional level as described above, we are concerned that the risks attendant upon a
renegotiation may outweigh the likely benefits.

Perhaps the biggest risk is that, if the pending Amendment in Article 31bis is not given
timely ratification, its failure would make the Paragraph 6 solution dependent on
continuation of the existing waiver. The vitality of that continuation should not be taken
for granted, however, given the political contentiousness currently surrounding the use of
compulsory licenses under existing laws. The waiver islegally constructed to continuein
effect notwithstanding the absence of its transition into an amendment, but powerful
states and lobbies may eventually undermine confidence in the waiver through aggressive
forms of persuasion. The process might be thrown back upon the mandate to negotiate
some solution asinitially set out in paragraph 6 of the Doha Declaration, with
unforeseeable results.

Nevertheless, the EP could decide to postpone assent to ratification of the Amendment
while seeking to negotiate a suitable program of action with the Commission and Council
that would color the EU’ s future outlook and conduct relevant to implementing the
Amendment. For example, once the Commission and Council accepted to pro-actively
support the IGWG process, refrain from negotiating TRIPS-plus provisions affecting
public health in the EPAs and other bilateral agreements with developing countries,
discussed the use of Article 30 by the member states as an alternative approach to
authorizing exports (see below), and took into account some of the proposals that the
Committee on Internationa Trade put forward in regard to the implementing regulation,
the EP might conclude that the package negotiated with Commission and Council was a
significant improvement over the status quo, even if the text of the Amendment remained
unchanged. However, care must be taken with the message conveyed by the EP, and the
timing of its decisions, so that the fundamental force of the Decision and Amendment are
not undermined.

The European Parliament should, accordingly, weigh its decision to ratify or postpone
with care. If ratification seems advisable, then the Parliament should throw its weight
into implementation, both by exercising oversight of the Commission’s own activitiesin
this regard and by supporting, through funding and other measures, efforts like those
undertaken by the German Development Agency, UNCTAD, DFID and other IGOs and
NGOs. Specific recommendations in this regard are summarized below. It should also
press the Commission to avoid hindering the goals of the Amendment either directly or
indirectly through offsetting provisions of the EPAs.

B. Alternative Arrangements under the Exceptions Clause of Article 30

The bulk of this report has focused on the solutions to the problem of inadequate
manufacturing capacity embodied in the Decision of August 30, which in turn was
carried over into the proposed Amendment in the form Article 31bis. Both the waiver
currently in force under the Decision of August 30 and the permanent Amendment set out



in Article 31bis take existing Article 31(f)’ s restriction on exports under a compulsory
license as their starting point, and then proceed to adopt various other regulatory
measures to obviate that problem.

During the negotiations, however, many stakeholders argued that WTO Members seeking
to assist poor countries through exports of needed medicines could accomplish the same
goal by proceeding under Article 30 of the TRIPS Agreements, which authorizes
exceptions to the patentees’ exclusive rights that are consistent with a three step test
drawn from copyright law under the Berne Convention. Article 30 says, in essence, that
governments may decide to override the rights that patent holders ordinarily are given to
exclude others from the market when the exceptions to those rights are appropriately
limited, and would not unreasonably interfere with them, taking into account the public
interest. The basic premise of the contemplated Article 30 approach was that no damage
would be inflicted on the patentees’ domestic market in supplier countries because the
products to be manufactured would be exported to needy countries under compulsory
licensesissued (if needed) in those countries. Hence, with no appreciable harm to the
patentees’ market at home, it was argued that the patentee had no cause to complain, even
if such an exception was not previously sanctioned by state practice.

Indeed, there is some legidative history suggesting that the European Parliament was
interested in this approach at onetime. However, the U.S. government adamantly
opposed this approach, and was joined by the Commission and Council. A further lega
obstacle was created by the WTO panel decision in the Canadian Generic Products case,
in which the panel took a restrictive view of Article 30's three step test.*

That decision has been criticized on both technical and policy grounds, and the fact that it
was taken before the Doha Declaration on TRIPS and Public Health may in any case
limit its precedentia authority. The Declaration admonishes statesto allow use of the
TRIPS flexibilities for public health purposes, and it makes access to essential medicines
a common overriding goal of WTO Members, indirectly supported by the principleslaid
outin Article 8.1. It seems questionable, therefore, that a Member proceeding under
Article 30 to aid a state by exporting supplies of medicines to address public health needs
could be successfully challenged on legal grounds before a WTO dispute settlement panel
today, unless the panel were to view Article 31bis as an exclusive remedy, which its
express provisions deny.

The problem with resort to Article 30 then is mainly political in nature, given that a
legislative solution has been codified in the waiver and pending Amendment, and the
U.S. continues to oppose other solutions. However, even if the European Parliament
were to decide to ratify and accept the pending Amendment, nothing preventsit from aso
endorsing use of Article 30 by the EU and/or its member states.

On this approach, enabling legislation at the Community level, while perhaps desirable,
would not necessarily berequired. The European Parliament is aready on record as

149 See Christopher Garrison, Exceptions to Patent Rights in Developing Countries
ICTSD/UNCTAD Issue Paper No. 17 (2006).
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having expressed interest in this solution. The Council and Parliament might adopt a joint
policy statement to the effect that EU member states are free to proceed by the Article 30
route under their domestic patent laws, and recommend that the Commission refrain from
taking action to interfere with such proceedings. Clearly, such action by the Council
would lend considerable stature and credibility to this approach at the international level.

This dternative, favored by some influential NGOs, is not without corresponding risks.
For example, industry pressures at the member state level might inhibit some
governments from proceeding under Article 30, despite such an enabling policy
statement, and state practice could vary considerably throughout the EU. But the
continued availability of Article 31bis would attenuate these risks.

If state practice coa esced around exports of pharmaceuticals to assist countries requiring
medicines that issued a single compulsory license at home, under Article 30, the
simplicity and efficiency of this solution would become apparent. Worldwide
acquiescence might follow as a matter of course if the benefits on the ground and the lack
of corresponding problems were empirically verifiable.

C. Countervailing Pressures to Ratchet Up Intellectual Property Standards

Whether the flexibilities built into the TRIPS Agreement, including those embodied in
the Amendment, will withstand assault from the multinational purveyors of knowledge
goods that are driving the WIPO SPLT negotiations and the bilateral and regional FTAs
and EPAs remains to be seen. The SPLT negotiations could reduce flexibilities across
the board for all countries, while the bilaterals and FTAs have significantly cut back on
the ability of national governments to provide public goods that involve intellectual
property inputs. The Commission’s decision to follow a more aggressive intellectua
property strategy in the EPAs being negotiated with the APC countriesis particularly
worrisome in this regard.

Some observers, including one of the authors of this report, have gone on record to urge
“amoratorium on further intellectual property standard setting exercises,” in order to give
the incipient transnational system of innovation, triggered by TRIPS, time to breathe and
grow.™ In vetting the proposed Amendment, the European Parliament should carefully
monitor these additional pressures on developing countries and useitsintermediary role
to restrain the Commission from unilaterally worsening the public health situation in poor
countries by these and other means. It should demand that the Commission support full
implementation of TRIPS flexibilities as recognized in the Doha Declaration to promote
access to medicines for all.

D. Other Recommendations

For reasons of space, we list other recommendations that follow logically from the
matters discussed in this report.

150 Maskus & Reichman, supranote 1.
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Direct the Commission to support the work of IGWG at the WHO and to maintain
aposition that does not sacrifice the public health interests of developing
countries to special interest |obbying.

Encourage the pharmaceutical companies to pursue pricing aternatives involving
a high volume, low margin approach, which could produce a win-win situation
and might reduce pressure to invoke compulsory licenses.

Encourage the EU and the member states to support transfer of technology to
LDCs, and local production of pharmaceuticalsin all developing countries,
especially LDCs, in keeping with the objectives of Article 66.2 and the example
that the German government, with its partners, has been setting in this regard.

Encourage the EU and its member statesto provide concrete financia support for
pharmaceutical-related transfer of technology and capacity building for
developing countries.

Discourage the EU from pursuing higher intellectua property standards affecting
pharmaceuticals in multilateral, bilateral, and regional forums, and especialy
from introducing new and controversial disciplines into EPAS, such as
nonoriginal database protection, which damages science and has been strongly
criticized inside the EU.

Press the EU to avoid using regulatory data as an excuse for new restrictions on
TRIPS flexibilities and support studies of how clinical trial data might be better
regulated as aglobal public good.

Encourage the EU to support recognition of disclosures of origin of patentson
products deriving from traditional knowledge and/or genetic resources found in
developing countries, with a view to promoting the sharing of benefits and
technology derived from those sources by native populationsin those countries.

Encourage the Commission to lower the political rhetoric surrounding use of the
TRIPS flexibilities; to remind other powers of their dutiesto avoid unilateral
action in trade disputes under the DSU and WTO Agreement; and to support
efforts by any adversely affected countries to defend themselves against unilateral
acts before WTO dispute settlement panels.

Support funding for R& D on poverty-related, tropical and neglected diseases
across a broad spectrum of venues, including PPPs and other possible funding
ventures, and to support research institutes willing to cooperate with public health
initiatives dedicated to these efforts.
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